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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMIN¬ 
ISTRATION,  DEPARTMENT  OF  HEALTH. 
EDUCATION,  AND  WELFARE 

[Recodlflcatlon  Docket  No.  17;  Docket  No. 
77N-02141 

SUBCHAPTER  C— DRUGS:  GENERAL 

PART  291 — DRUGS  USED  FOR 
TREATMENT  OF  NARCOTIC  ADDICTS 

SUBCHAPTER  D— DRUGS  FOR  HUMAN  USE 

PART  310— NEW  DRUGS 
Recodification  of  Methadone  Regulations 

AGENCY:  Food  and  Drug  Adminlstra- 
ticm. 

ACTION;  Final  rule. 

SUMMARY :  This  document  transfers  all 
PYxxl  and  Drug  Administration  (FDA) 
methadone  regulations  to  a  single  part. 
This  new  i>art  is  established  for  regu¬ 
lations  pertaining  to  methadone  to  fur¬ 
nish  ample  room  for  reorganization  and 
future  expansion  and  to  provide  a  ve¬ 
hicle  whereby  substantive  changes  to 
such  regulations  may  be  made  jointly  by 
FDA  and  the  National  Institute  on  Drug 
Abuse  (NIDA) ,  consistent  with  the  Joint 
delegation  of  authority  by  the  Secretary 
of  Health,  Education,  and  Welfare. 

EFFECnrVE  DATE:  September  16.  1977. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Buddy  F.  Stonecipher,  Bureau  of 
Drugs  (HFD-340) ,  Food  and  Drug  Ad¬ 
ministration,  5600  F’ishers  Lane,  Rock¬ 
ville,  Md.  20857  (303-443-3414). 

SUPPLEMENTARY  INFORMATION: 
The  Commissioner  of  Food  and  Drugs  is 
transferring  former  §  290.35  Metha¬ 
done  in  the  maintenance  treatment  of 
narcotic  addicts  and  §  310.505  Condi¬ 
tions  for  use  of  methadone  to  new  Part 
291 — ^Drugs  Us^  for  Treatment  of  Nar¬ 
cotic  Addicts.  The  redesignations  are  as 
follows; 

Old  section;  New  section 

290.35  _ _ - . .  291.601 

310.505  _ _  291.505 

The  changes  being  made  are  nonsub¬ 
stantive.  For  this  reason,  notice  and  pub¬ 
lic  pr<x:edure  are  not  prerequisites  to  this 
action.  For  the  convenience  of  the  user, 
the  entire  text  of  new  Part  291,  as  well 
as  a  conforming  cross-reference  amend¬ 
ment  to  §  310.304,  is  set  forth  below. 

Dated:  September  9, 1977. 

Joseph  P.  Hile, 
Associate  Commissioner  for 
Compliance. 

Secs. 

291.501  Methadone  In  the  maintenance 
treatment  ol  narcotic  addicts. 
291.505  Conditions  lor  use  of  methadone. 

Authority:  Secs.  505,  701(a),  Pub.L.  717, 
52  Stat.  1052-1053  as  amended.  1055  (21 
U.S.C.  366,  371(a)):  sec.  303(a),  Pub.L.  410, 
70  Stat.  929  as  amended  (42  U.S.C.  242a(a) ) ; 
sec.  4,  Pub.  L.  91-513,  84  Stat.  1241  (42  U.S.C. 
257a) . 

§  291.501  Methadone  in  the  mainte¬ 
nance  treatment  of  narcotic  addicts. 

(a)  The  Food  and  Drug  Administra¬ 
tion  and  the  Drug  Enforcement  Ad¬ 


ministration  recognize  that  the  inves¬ 
tigational  use  of  methadone  requiring 
the  prolonged  maintenance  of  narcotic 
dependence  as  part  of  a  total  treat¬ 
ment  effort  has  shown  promise  in  the 
management  and  rehabilitation  of  se¬ 
lected  narcotic  addicts.  It  is  also  recog¬ 
nized  that  a  number  of  dangers  and 
possible  abuses  may  arise  from  such 
efforts  if  professional  services  and  con¬ 
trols  are  inadequately  applied.  It  is 
further  felt  that  additional  research  is 
urgently  needed  so  that  data  may  be 
accumulated  which  will  permit  sound 
determinations  of  safety,  efficacy,  and 
necessary  procedural  safeguards. 

(b)  Therefore,  the  Commissioner  of 
Food  and  Drugs  and  the  Director  of  the 
Drug  Enforcement  Administration,  De¬ 
partment  of  Justice,  agree  that  inter¬ 
ested  professionals,  municipalities,  and 
organizations  should  be  allowed  to  con¬ 
duct  further  research  in  this  area  within 
a  framework  of  adequate  controls  de¬ 
signed  to  protect  the  individual  patients 
and  the  community.  To  facilitate  this 
purpose,  the  Food  and  Drug  Administra¬ 
tion  smd  the  Drug  Enforcement  Admin¬ 
istration,  Department  of  Justice,  have 
jointly  agreed  upon  acceptable  criteria 
and  guidelines  which  are  set  forth  in 
§  291.505.  In  addition,  such  other  pro¬ 
visions  of  the  Federal  narcotic  law's  and 
regulations  as  are  applicable  must  also 
be  observed. 

§  291.505  ('oiHlilioiiN  for  U!>o  of  iiirlliu- 
done. 

(a)  Definitions.  (1)  An  individual  Is 
"drug  dependent"  when  his  addiction 
reaches  a  stage  where  a  dally  adminis¬ 
tration  of  heroin  or  other  morphine-like 
drugs  is  required  to  avoid  the  onset  of 
signs  of  withdrawal. 

(2)  "Detoxification  treatment"  using 
methadone  is  the  administering  or  dis¬ 
pensing  of  methadone  as  a  substitute 
neuxotic  drug  in  decreasing  doses  to 
reach  a  drug  free  state  in  a  period  not 
to  exceed  21  days  in  order  to  withdraw 
an  Indivldusd  who  Ls  dependent  on  heroin 
or  other  morphine-like  drugs  from  the 
use  of  these  drugs. 

(3)  “Maintenance  treatment"  using 
methadone  is  the  continued  administer¬ 
ing  or  dispensing  of  methadone,  in  con¬ 
junction  with  provision  of  appropriate 
social  and  medical  services,  at  relatively 
stable  dosage  levels  for  a  period  in  excess 
of  21  days  as  an  oral  substitute  for  heroin 
or  other  morphine-like  drugs,  for  an  in¬ 
dividual  dependent  on  heroin.  An  even¬ 
tual  drug  free  state  is  the  treatment  goal 
for  patients  but  it  Ls  recognized  that  for 
some  patients  the  drug  may  be  ueeded 
for  long  periods  of  time. 

(4)  "State  authority"  means  the  State 
authority  designated  pursuant  to  section 
409  of  Public  Law  92-255.  the  Drug  Abuse 
Office  and  Treatment  Act  of  1972,  or  in 
lieu  thereof  any  other  State  authority 
designated  by  the  Governor  for  purposes 
of  exercising  the  authority  under  this 
section.  If  no  State  authority  is  so  desig¬ 
nated,  the  provisions  in  this  section  re¬ 
lating  to  approval  by  the  State  authority 
shall  be  inapplicable  with  respect  to  that 
State. 


(b)  Organizational  structures  and  ap¬ 
proval  requirements — (1)  Methadone 
treatment  program — (1)  Defined.  A 
methadone  treatment  program  is  defined 
as  a  person  or  organization  furnishing 
a  comprehensive  range  of  services  using 
methadone  for  the  detoxification  and/or 
maintenance  treatment  of  narcotic  ad¬ 
dicts,  conducting  initial  evaluation  of  pa¬ 
tients  and  providing  ongoing  treatment 
at  a  specified  legation  or  l<x:atlons.  If 
there  is  a  centrsdlzed  organizational 
structure,  consisting  of  a  primary  facility 
and  other  outpatient  facilities,  all  of 
which  conduct  initial  evaluation  of  pa¬ 
tients  and  administer  or  dispense  medi¬ 
cation,  both  the  primary  facility  and 
each  outpatient  facility  shall  be  con¬ 
sidered  a  separate  program,  even  though 
some  services  may  be  shared  (e.g.  the 
same  hospital  or  rehabilitative  services) . 

(il)  Services.  A  methadone  treatment 
program,  in  addition  to  providing  medi¬ 
cation  and/or  evaluation,  shall  provide, 
as  a  minimum,  coimseling,  rehabilitative, 
and  other  social  services  (e.g.  vocaUonal 
and  educational  guidance,  employment 
placement) ,  which  will  help  the  patient 
become  a  well  functioning  member  of 
society.  These  services  should  normally 
be  made  available  at  the  primary  out¬ 
patient  facility,  but  the  program  sponsor 
is  permitted  to  enter  into  a  formal,  docu¬ 
mented  agreement  with  private  or  public 
agencies,  organizations  or  institutions 
for  these  services  if  they  are  avsiilable 
elsewhere.  Evidence  wdll  be  required  to 
demonstrate  that  the  services  are  fully 
available  and  are  being  utilized. 

(lii)  Hospital  affiliation.  If  a  program 
is  not  physically  located  within  a  hos¬ 
pital  which  has  agreed  to  provide  any 
needed  medical  care  for  drug  related 
problems  for  the  program’s  patients, 
there  shall  be  a  formal,  documented 
agreement  between  the  program  sponsor 
and  a  responsible  hospital  official  dem¬ 
onstrating  that  hospital  care,  both  in¬ 
patient  and  outpatient,  is  fully  available 
to  any  patient  who  may  need  it  for  such 
problems.  It  is  suggested  that  the  pro¬ 
gram  sponsor  enter  into  an  agreement 
with  the  hospital  official  to  provide  gen¬ 
eral  medical  care  for  patients.  Neither 
the  program  sponsor  nor  the  hospital  are 
required  to  assume  finaiscial  responsi¬ 
bility  for  the  patient’s  medical  care. 

(iv)  Private  practitioners.  A  private 
practitioner  constitutes  a  separate  pro¬ 
gram  if  he  conducts  initial  evaluation  of 
patients,  administers  and  dispenses  med¬ 
ication,  provides  a  comprehensive  range 
of  services,  and  otherwise  meets  all  of  the 
requlremmts  for  a  program  established 
in  this  section.  A  private  practitioner 
who  qualifies  and  is  approved  as  a  pro¬ 
gram  is  permitted  to  serve  as  many  pa¬ 
tients  as  he  desires,  but  will  be  required 
to  meet  all  the  requirements  of  this  reg¬ 
ulation,  including  staffing  requirements, 
unless  permission  is  granted  by  the  Food 
and  Drug  Administratiem  and  the  State 
authority  for  exemption  frewn  or  revision 
of  these  requirements. 

(v)  Program  approval.  In  order  law¬ 
fully  to  operate  a  methadone  treatment 
program,  each  separate  program. 
wheUier  an  out-patient  facility  or  a  pri¬ 
vate  practitioner,  shall  submit  the  ap- 
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plications  specified  in  this  section  simul¬ 
taneously  to  the  Food  and  Drug  Admin¬ 
istration  and  the  State  authority  and 
shall  receive  the  approval  of  both,  except 
as  provided  for  In  paragraph  (h)  (5)  of 
this  section.  Before  granting  approval  the 
Food  and  Drug  Administration  will 
first  consult  with  the  Drug  Enforcement 
Administration,  Department  of  Justice, 
to  determine  compliance  with  Federal 
controUed  substances  laws.  Each  physi¬ 
cal  location  w'ithln  any  program  shall  be 
Identified  and  listed  in  the  approval  ap¬ 
plication.  At  the  time  of  application  for 
approval  the  program  sponsor  shall  Indi¬ 
cate  whether  medication  will  be  admin¬ 
istered  or  dispensed  at  the  facUity.  If 
medication  is  to  be  administered  or  dis¬ 
pensed  at  a  location  not  previously  used 
for  this  purpose,  prior  approval  from 
both  agencies  shall  be  obtained.  If  a  fa¬ 
cility  in  which  medication  Is  admin¬ 
istered  or  dispensed  Is  deleted  by  a  pro¬ 
gram  the  Food  and  Drug  Administration 
and  the  State  authority  shall  be  notified 
within  3  weeks.  Addition  or  deletion  of 
facilities  which  provides  services  other 
than  administering  or  dispensing  medi¬ 
cation  is  permitted  with  notification 
within  3  weeks  to  the  Food  and  Drug 
Administration  and  the  State  authority. 

f2>  Methadone  treatment  medication 
unit — (1)  Defined.  A  methadone  treat¬ 
ment  "medication  unit”  is  a  facility,  es¬ 
tablished  by  a  program  sponsor  as  part 
of  his  program,  from  which  licensed  pri¬ 
vate  practitioners  suid  community  phar¬ 
macists  are  permitted  to  administer  and 
dispense  methadone.  Tliese  medication 
units  may  also  collect  urine  for  urine 
testing  for  narcotic  drugs.  Any  such 
facility  shall  be  geographically  dispersed 
from  the  primary  facility  and  other  med¬ 
ication  units  that  have  been  established. 
•Die  enrollment  in  a  medication  unit  shidl 
be  of  reasonable  size  In  relation  to  the 
space  available  for  treatment  and  the 
size  of  the  staff  at  the  facility,  and  may 
not  exceed  30  patients. 

(II)  Referral.  The  patient  shall  be  sta¬ 
bilized  at  his  optimal  dosage  level  before 
he  may  be  referred  to  a  medication  unit. 
Since  the  medication  unit  will  not  pro¬ 
vide  a  range  of  services,  the  program 
sponsor  shall  determine  that  the  patient 
to  be  referred  is  not  in  need  of  frequent 
counseling,  rehabilitative,  and  other 
services  which  are  only  available  at  the 
primary  program  facility.  A  patient  may 
not  be  referred  to  a  medication  unit  be¬ 
fore  he  has  demonstrated  progress  to¬ 
wards  rehabilitation.  The  nature  of  this 
progress  shall  be  entered  In  the  patient’s 
record. 

(III)  Responsibility  for  patient.  After 
a  patient  Is  referred  to  a  medication  unit, 
the  program  sponsor  retains  continuing 
responsibility  for  the  patient’s  care.  ’The 
program  sponsor  Is  responsible  for  as¬ 
suring  that  the  patient  reports  weekly  for 
xirinalysis  at  either  the  primary  facility 
or  the  medication  unit  and  receives 
needed  medical  and  social  services  at 
least  monthly  at  the  primary  facility. 

(Iv)  Services.  Medlcatlcm  units  are 
limited  to  the  administering  or  dispens¬ 
ing  of  medication  and  the  collection  of 
urine  for  urine  testing,  following  the  pro¬ 
cedures  outlined  in  paragraph  (d)  (6)  (11) 


of  this  sectl(Hi.  If  a  private  practitioner 
wishes  to  provide  other  servl^  in  addi¬ 
tion  to  administering  or  dispensing 
medication  and  collecting  urine  samples, 
he  shall  be  ccmsldered  a  program  and 
shall  be  required  to  submit  an  applica¬ 
tion  for  separate  approval. 

(V)  Medication  unit  approval.  In  or¬ 
der  lawfully  to  operate  a  medication  unit, 
the  program  shall  obtain  approval  for 
each  separate  unit  from  both  the  Food 
and  Drug  Administration  and  the  State 
authority,  except  as  provided  for  in  para¬ 
graph  (h)  (5)  of  this  section.  Approval 
will  be  based  on  the  distribution  of  these 
units  within  a  particular  geographic 
area.  Any  new  medication  imit  shall  re¬ 
ceive  such  approval  before  commencing 
operation. 

(vl)  Revocation  of  approval.  If  the 
primary  program’s  approval  Is  revoked 
by  the  Food  and  Drug  Administration 
the  approval  for  the  medication  unit  is 
automatically  revoked.  If  a  particular 
medication  imlfs  approval  is  revoked,  the 
approval  of  the  primary  program  will 
remain  In  effect  unless  it  Is  also  revoked. 

(vli)  Methadone  supply.  The  medica¬ 
tion  unit  will  receive  its  shpply  of  the 
drug  directly  from  the  stocks  of  the 
primary  faciUty.  Only  persons  permitted 
to  administer  or  dispense  the  drug  or 
security  personnel  licensed  or  otherwise 
authorize  by  State  law  may  deliver  the 
drug  to  a  medication  xmlt. 

(3)  Organizational  structure;  central 
administration.  (1)  Hie  program  sponsor 
shall  submit  to  the  Food  and  Drug  Ad¬ 
ministration  and  the  State  authority  a 
description  of  the  organizational  struc¬ 
ture  of  the  program  applying  for  ap¬ 
proval,  listing  the  name  of  the  person 
responsible  for  the  particular  program, 
the  address,  and  the  responsibilities  of 
each  facility  or  medication  unit.  The 
sources  of  funding  for  each  program  shall 
be  listed  and  the  name  and  address  of 
each  governmental  agency  providing 
funding  shall  be  stated. 

(II)  Where  two  or  more  programs 
share  a  central  administration  (e.g.,  a 
city  or  state-wide  organization) ,  the  per¬ 
son  responsible  for  the  organization  (Ad¬ 
ministrator)  shall  be  listed  as  program 
sponsor  for  each  separate  program  par¬ 
ticipating.  An  Individual  program  shall 
indicate  Its  participation  In  the  central 
organization  at  the  time  of  its  applica¬ 
tion.  'The  Administrator  is  permitted  to 
fulfill  all  recordkeeping  and  reporting  re¬ 
quirements  for  these  programs,  but  It  Is 
emphasized  that  the  programs  will  con¬ 
tinue  to  receive  separate  approval. 

(III)  One  Individual  is  permitted  to  as¬ 
sume  primwT  medicfil  responsibility  for 
more  than  one  program  and  be  listed  as 
medical  director.  If  an  Individual  assumes 
medical  responsibility  for  more  than  one 
program,  the  feasibility  of  such  cm  ar- 
rangonent  shall  be  documented  and 
attached  to  the  application. 

(4)  Prohibition  against  unapproved 
use  of  methadone.  No  individual,  practi¬ 
tioner,  organization,  or  legal  entity,  may 
prescribe,  administer,  or  disp>ense  metha¬ 
done  for  narcotic  addict  treatment  with¬ 
out  prior  approval  by  the  Food  and  Drug 
Administration  and  the  State  authority, 
except  as  provided  for  in  paragraph 


(h)  (5)  of  this  section,  unless  specifi¬ 
cally  exempted  by  this  section. 

(c)  Conditions  for  approval  of  the  use 
of  methadone  in  a  treatment  program — 

(1)  Applicants.  An  Individual  listed  as 
program  sponsor  for  a  treatment  pro¬ 
gram  using  methadone  need  not  person¬ 
ally  be  a  licensed  practitioner  but  shall 
employ  a  licensed  physician  for  the  posi- 
tlOQ  of  medical  dl^tor.  Persons  respon¬ 
sible  for  administering  or  dispensing 
the  medication  shall  be  practitioners  as 
defined  by  section  102(20)  of  the  Con¬ 
trolled  Substances  Act  (21  UJSD.  802 
(20) )  licensed  to  practice  by  the  State  in 
which  the  program  Is  to  be  established. 

(2)  Assent  to  regulation.  A  person 
who  sponsors  a  methadone  treatment 
program,  and  any  person  responsible  for 
a  particular  program,  shall  agree  to  ad¬ 
here  to  all  the  rules,  directives,  and  pro¬ 
cedures.  set  forth  in  this  regulation,  and 
any  regulation  regarding  the  use  of 
methadone  which  may  be  promulgated 
in  the  future.  ’The  program  sponsor,  and 
person  responsible  for  a  particular  pro¬ 
gram,  shall  agree  to  assume  responsibil¬ 
ity  for  any  practitioners,  employees, 
agents,  or  other  Individuals  providing 
services,  who  work  In  their  programs  at 
the  primary  facility  or  at  other  facilities 
or  medication  units.  The  responsible  per¬ 
sons  shall  agree  to  inform  these  people 
of  the  provisions  of  this  regulation  and 
to  monitor  their  activities  to  assme  com¬ 
pliance  with  the  provisions.  The  Food 
and  Drug  Administration  and  the  State 
authority  shall  be  notified  within  3 
weeks  of  any  replacemrat  of  the  program 
sponsor  or  medical  director.  Activities 
in  violation  of  this  regulation  may  give 
rise  to  the  sanctions  set  forth  in  para¬ 
graph  (1)  of  this  section. 

(3)  Facilities.  To  obtain  program  ap¬ 
proval,  the  applicant  shall  demonstrate 
that  he  will  have  access  to  adequate  phys¬ 
ical  facilities  to  provide  all  necessary 
services.  The  physical  facilities  should  be 
sufficiently  spacious  and  well  maintained 
to  provide  appropriate  conditions  for 
conducting  Individual  and/or  group 
counseling. 

(4)  Submission  of  proper  applications. 
The  following  applications  shall  be  filed 
simultaneously  with  both  the  Food  and 
Drug  Administration  and  the  State 
authority. 

(i)  Form  FD-2632  "Application  for 
Approval  of  Use  of  Methadone  in  a 
’Treatment  Program.”  ’This  form,  set 
forth  in  paragraph  (k)  (1)  of  this  sec- 
tlcm,  shall  be  completed  and  signed  by 
the  program  sponsor  and  submitted  in 
triplicate  to  the  Food  and  Drug  Admin¬ 
istration  and  the  State  authority. 

(ii)  Form  FD-2633  "Medical  Re^>on- 
slbUity  Statement  for  Use  of  Methadone 
In  a  ’Treatment  Program.”  This  form,  set 
forth  in  paragraph  (k)  (2)  of  this  section, 
shall  be  completed  and  signed  by  each 
licensed  physician  authorized  to  admin¬ 
ister  or  di^ense  methadone  and  sub¬ 
mitted  in  triplicate  to  the  Fo(xl  and 
Drug  Admlnlstratioii  and  the  State  au¬ 
thority.  The  names  of  any  other  persons 
licensed  by  law  to  administer  or  dispense 
narcotic  drugs  working  in  the  program 
shall  be  listed,  even  if  they  are  not  at 
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present  responsible  for  administering  or 
dispensing  the  dnig. 

(Ill)  Form  FI>-2634  “Annual  Report 
for  Treatment  Program  Using  Metha¬ 
done.**  This  form,  set  forth  In  paragraph 
(k)  (3)  of  this  section,  shall  be  completed 
and  signed  by  the  program  sponsor  for 
every  program  over  which  he  has  respon¬ 
sibility  for  each  calendar  year  of  opera¬ 
tion.  It  shall  be  submitted  In  triplicate  to 
the  PV>od  and  Dnig  Administration  and 
the  State  authority  on  or  before  Janu¬ 
ary  30  of  each  year. 

(5)  State  and  Federal  approval  of 
treatment  programs.  Treatment  pro¬ 
grams  using  methadone  shall  have  been 
reviewed  by  the  State  authority  and 
must  conform  to  all  State  requirements 
for  conducting  a  methadone  treatment 
program.  The  Pood  and  Drug  Adminis¬ 
tration  must  have  received  notification 
of  the  program’s  approval  by  the  State 
agency.  Only  after  the  State  authority 
has  given  Its  approval  will  the  Food  and 
Drug  Administration  grant  approval  to 
a  program.  The  Food  and  Drug  Ad¬ 
ministration  will  also  revoke  approval 
when  recommended  by  the  State  au¬ 
thority.  If  State  approval  of  a  pro¬ 
gram  Is  denied  or  revoked  the  pro¬ 
gram  shall  have  a  right  of  appeal  to  the 
Commissioner,  as  provided  for  In  para¬ 
graph  (h)(5)  of  this  section.  Prior  to 
granting  or  withholding  approval,  the 
Food  and  Drug  Administration  will  con¬ 
sult  with  the  Drug  Enforcement  Admin¬ 
istration,  Department  of  Justice,  to  de¬ 
termine  the  appllcsmt’s  compliance  with 
Federal  controlled  substances  laws.  No 
shipment  of  methadone  may  lawfiilly  be 
made  to  any  program  which  has  not 
received  approval  from  the  Food  and 
Drug  Administration.  The  program  spon¬ 
sor  will  receive  notification  of  approval 
or  denial  or  a  request  for  additional  In¬ 
formation,  when  necessary,  within  60 
days  after  receipt  of  the  application  by 
the  Food  and  Drug  Administration. 

(d)  Requirements  for  operation  of 
methadone  treatment  program — (1)  De¬ 
scription  of  facUities.  A  program  shall 
have  ready  access  to  a  comprehensive 
range  of  medical  and  rehabilitative  serv¬ 
ices.  The  name,  address,  and  descrip¬ 
tion  of  each  hospital.  Institution,  clinical 
laboratory,  or  other  facility  available  to 
provide  the  necessary  services  shall  be 
given  to  the  Food  and  Drug  Adminis¬ 
tration  and  the  State  authority.  This  list¬ 
ing  shall  Include  the  name  and  address 
of  each  medication  unit. 

(2)  Approximate  number  of  patients 
to  be  treated.  The  program  sponsor  diall 
submit  to  the  Food  and  Drug  Adminis¬ 
tration  and  the  State  authority  an  ap¬ 
proximation  of  the  number  of  patients 
who  will  be  treated,  based  on  past  history, 
addict  population  In  the  area,  treatment 
capacity,  or  other  relevant  Information. 

(3)  Minimum  admission  standards — 
(1)  Voluntary  participation;  consent 
form.  Each  patient  shall  be  fully  in¬ 
formed  concerning  the  possible  risk  as¬ 
sociated  with  the  use  of  methadone. 
Participation  In  any  program  shsdl  be 
voluntary.  The  person  responsible  for  the 
program  shall  Insure  that  all  the  rele¬ 
vant  facts  concerning  the  use  of  metha¬ 
done  are  clearly  and  adequately  explained 


to  the  patient  and  that  all  patients  (in¬ 
cluding  those  imder  age  18)  sign,  with 
full  knowledge  and  imdentandliig  of 
its  contents,  the  first  part  of  Form  FD- 
2635  “Consent  for  Methadone  Treat¬ 
ment’*  set  forth  In  paragraph  (k)  (4)  of 
this  section  and  the  parents  or  guardians 
of  patients  imder  age  18  sign  the  second 
part  of  that  form. 

(II)  Physiologic  addiction  standards; 
records.  The  mere  use  of  a  narcotic  drug, 
even  if  periodic  or  intermittent,  cannot 
be  equated  with  narcotic  addiction.  Care 
shall  be  exercised  in  the  selection  of  pa¬ 
tients  to  prevent  the  possibility  of  ad¬ 
mitting  a  person  who  was  not  first  de¬ 
pendent  upon  heroin  or  other  morphine¬ 
like  drugs  at  least  2  years  prior  to 
admission  to  maintenance  treatment. 
This  drug  history  and  evidence  of  cur¬ 
rent  physiologic  dependence  on  mor- 
phlne-llke  drugs  shall  be  documented. 
Evidence  of  physical  dependence  should 
be  obtained  by  noting  early  signs  of  with¬ 
drawal  (lacrtoation,  rhlnorrhea,  pupil¬ 
lary  dilation,  and  piloerectlon)  during 
the  Initial  period  of  abstinence.  With¬ 
drawal  signs  may  be  observed  during  an 
initial  period  of  hospitalization  or  while 
the  individual  Is  an  outpatient  under¬ 
going  diagnostic  evaluation  (e.g.,  med¬ 
ical  and  personal  history,  jdiysical  exami¬ 
nation,  and  laboratory 'studies).  Loss  of 
appetite  and  increased  body  tempera¬ 
ture.  pulse  rate,  blood  pressure,  and  res¬ 
piratory  rate  are  also  signs  of  with¬ 
drawal,  but  their  detection  may  require 
Inpatient  observation.  It  Is  unlikely  that 
an  Individual  would  be  currently  depend¬ 
ent  on  narcotic  drugs  without  having  a 
positive  urine  test  for  one  or  more  of 
these  drugs.  Additional  evidence  can  be 
obtained  by  noting  the  presence  of  old 
and  fresh  needle  marks,  and  by  obtain¬ 
ing  additional  history  from  relatives  and 
friends. 

(III)  Exceptions  to  physiologic  addic¬ 
tion  standards  and  special  age  limita¬ 
tions;  justification.  An  exception  to  the 
requirement  for  documented  evidence 
and  history  of  current  physiologic  de¬ 
pendence  on  heroin  or  other  morphine¬ 
like  drugs  set  forth  In  paragraph  (d)  (3) 
(11)  of  this  section  or  to  the  age  limita¬ 
tions  set  forth  In  paragraph  (d)  (3)  (iv) 
of  this  section  will  be  allowed  under  the 
following  exceptional  circumstances. 
Justification  for  any  of  the  exceptions 
shall  be  noted  in  the  patient’s  record. 

(a)  Maintenance  treatment  may  be 
Indicated  prior  to  or  within  1  week  of 
release  from  a  stay  of  1  month  or  longer 
in  a  penal  or  chronic  care  institution.  If 
an  individual  has  a  predetention  history 
of  dependence  upon  heroin  or  other 
morphine-like  drugs  for  at  least  2  years 
prior  to  admission  to  the  Institution. 

(b)  Pregnant  patients,  regardless  of 
age  or  prior  addiction  history,  but  other¬ 
wise  eligible  for  maintenance  treatment, 
may  be  placed  In  a  maintenance  regimen 
if  the  Medical  Director  certifies  the  preg¬ 
nancy  and,  in  his  Judgment,  such  treat¬ 
ment  is  medically  justified.  Within  6 
weeks  after  termination  of  the  preg¬ 
nancy,  the  physician  shall  enter  an 
evaluation  of  the  patient’s  treatment 
state  into  the  patient’s  records  indicating 


whether  she  should  remain  in  a  mainte¬ 
nance  program  or  be  detoxified. 

(iv)  Special  limitations;  treatment  of 
patients  under  age  18.  (a)  The  safety  and 
effectiveness  of  methadone  when  used  In 
the  treatment  of  adolescents  has  not  been 
proven  by  adequate  clinical  study.  Spe¬ 
cial  procedures  are  therefore  necessary  to 
assure  that  patients  under  age  16  will  not 
be  admitted  to  a  program  and  that  pa¬ 
tients  between  16  and  18  years  of  age  be 
admitted  to  maintenance  treatment  only 
imder  limited  conditions. 

(b)  Patients  between  16  and  18  years 
of  age  who  are  enrolled  and  under  treat¬ 
ment  In  approved  programs  on  tlie  date 
of  publication  of  this  regulation  may  con¬ 
tinue  In  maintenance  treatment.  No  new 
patients  between  16  and  18  years  of  age 
may  be  admitted  to  a  maintenance  treat¬ 
ment  program  after  the  date  of  publica¬ 
tion  of  this  regulation  unless  a  parent, 
legal  guardian,  or  responsible  adult  des¬ 
ignated  by  the  State  authority  completes 
and  signs  Form  FD-2635  “Consent  to 
Methadone  Treatment,*’  set  forth  In 
paragraph  (k)  (4)  of  this  section.  Metha¬ 
done  treatment  of  new  patients  between 
the  ages  of  16  and  18  years  will  be  per¬ 
mitted  after  December  15,  1972,  only 
with  a  documented  history  of  two  or 
more  unsuccessful  attempts  at  detoxifi¬ 
cation  and  a  documented  history  of  de¬ 
pendence  on  heroin  or  other  morphlne- 
Uke  drugs  beginning  2  years  or  more  prior 
to  application  for  treatment.  No  patient 
under  age  16  may  be  continued  or  started 
on  methadone  treatment  after  Decem¬ 
ber  15,  1972,  but  these  patients  may  be 
detoxified  and  retained  In  the  program 
In  a  drug  free  state  for  follow-up  and 
after  care. 

(c)  Patients  under  age  18  who  are  not 
placed  in  maintenance  treatment  may  be 
detoxified.  Detoxification  may  not  exceed 
3  weeks.  A  repeat  episode  of  detoxifica¬ 
tion  may  not  be  initiated  until  4  weeks 
after  the  completion  of  the  previous 
detoxification. 

(v)  Denial  of  admission.  If  in  the  pro¬ 
fessional  judgment  of  the  medical  direc¬ 
tor  a  particular  patient  would  not  benefit 
from  methadone  treatment,  he  may  be 
refused  such  treatment  even  if  he  meets 
the  admission  standards. 

(vl)  Patient  evaluation;  admission  rec¬ 
ord.  An  admission  evaluation  and  record 
shall  be  made  and  maintained  for  each 
patient  upon  admission  to  the  program. 
This  evaluation  and  record  shall  consist 
of  a  personal  history,  a  medical  history, 
a  physical  examination,  and  any  labora¬ 
tory  or  other  special  examinations  indi¬ 
cated  in  the  Judgment  of  the  attending 
physician.  It  is  recommended  that  a 
complete  blood  count,  liver  function 
tests,  and  a  serologic  test  for  lues  be 
part  of  the  admission  evaluation. 

(a)  Personal  history.  A  personal  his¬ 
tory  record  will  be  completed  for  each 
patient  accepted  for  admission  and  will 
include  at  least  age.  sex,  educational 
level,  employment  history,  criminal  his¬ 
tory,  past  history  of  drug  abuse  of  all 
types  and  prior  treatment  for  drug  abuse. 

(b)  Medical  history.  A  thorough  med¬ 
ical  history  record  will  be  completed  for 
each  patient  accepted  for  admission. 
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(c)  Physical  examination.  The  findings 
of  a  comprehensive  physical  examina¬ 
tion  will  be  recorded. 

(4)  Staffing  reguiremente.  As  a  mini¬ 
mum  standard  for  the  stafQng  of  a  treat¬ 
ment  program  there  shall  be  the  equiva¬ 
lent  of  one  full-time  physician  licensed 
by  and  registered  by  State  or  Federal  law 
to  order,  dispense,  and  administer  meth¬ 
adone.  two  nurses  (registered  nurse  or 
llcens^  practical  nurse) ,  and  four  coun¬ 
selors,  for  every  SOO  patients  receiving 
maintenance  treatment.  The  staffing 
pattern  may  be  varied  to  fit  the  opera¬ 
tional  pattern  and  population  character¬ 
istics  of  the  program,  but  there  shall 
always  be  at  l^t  one  medical  or  osteo¬ 
pathic  physician  available  for  Initial 
medical  evaluation  and  follow-up  care 
and  to  supervise  the  patient  medication 
schedules  for  each  300  patients.  This 
staffing  pattern  Is  not  the  recommended 
pattern,  but  the  minimum  staffing  pat- 
em  acceptable. 

(5)  Access  to  a  range  of  services.  A 
treatment  program  shall  provide  a  com¬ 
prehensive  range  of  medical  and  rehabil¬ 
itative  services  to  its  patients.  These 
services  normally  should  be  provided  at 
the  primary  facility,  but  the  program 
sponsor  may  enter  Into  formally  docu¬ 
mented  agreements  with  other  public  or 
private  agencies,  institutions,  or  orga¬ 
nizations  to  render  these  services.  Such 
facilities  must  be  located  so  as  to  provide 
ease  of  access  to  the  patient.  Any  service 
not  furnished  at  the  primary  facility 
shall  be  listed,  and  the  agreements  to 
furnish  those  services  shall  be  docu¬ 
mented,  when  application  for  approval  Is 
submitted  to  the  Food  and  Drug  Admin¬ 
istration  and  the  State  authority.  Modifi¬ 
cation  of  the  services  shall  be  submitted 
In  triplicate  to  the  Food  and  Drug  Ad¬ 
ministration  as  services  arc  added  or 
deleted. 

(6)  Minimum  procedures  for  ongoing 
care — (1)  Dosage  and  administration  re- 
qulrements — (a)  Form;  packaging.  The 
methadone  shall  be  administered  or  dis¬ 
pensed  in  oral  form  only  when  used  In 
a  treatment  program.  Hospitalized  pa¬ 
tients  imder  care  for  a  medical  or  surgical 
condition  are  permitted  to  receive 
methadone  In  parenteral  form,  when  In 
the  attending  physlcan’s  pr^essiocial 
judgment  It  Is  deemed  advisable.  Al¬ 
though  tablet,  syrup  concentrate,  or 
other  formulations  are  i>ermltted  to  be 
distributed  to  the  program,  all  oral  med¬ 
ication  shall  be  administered  or  dis¬ 
pensed  In  a  liquid  formulation.  The  dos¬ 
age  win  be  formulated  In  such  a  way  as 
to  reduce  Its  potential  for  parenteral 
abuse  and  accidental  ingestion  and  pack¬ 
aged  for  outpatient  use  in  special  pack¬ 
aging  as  required  by  16  CFR  1700.14. 
Any  take-out  medication  shall  be 
labeled  with  the  treatment  center’s  name, 
address  and  telephone  number.  Excep¬ 
tions  may  be  granted  when  any  of  the 
provisions  of  this  subsection  are  in  con- 
filct  with  State  law  with  regard  to  the 
administering  or  dispensing  of  drugs. 

(b)  Detoxification  treatment.  In  de¬ 
toxification  the  patient  may  be  placed  on 
a  substitutive  methadone  administration 
schedule  when  there  are  significant 
symptoms  of  withdrawal.  The  dosage 


schedules  Indicated  below  are  recom¬ 
mended  but  could  be  varied  depending 
upon  clinical  Judgment.  Initially,  a  single 
oral  dose  of  15-30  milligrams  of  metha¬ 
done  will  oft^  be  sufficient  to  suppress 
withdrawal  s3rmptom8.  Additional  meth¬ 
adone  may  be  provided  if  withdrawal 
symptoms  are  not  suppressed  or  when¬ 
ever  S3unptoms  reappear.  When  patients 
are  p^slcally  dependent  on  high  doses 
of  methadone.  It  may  be  necessary  to  ex¬ 
ceed  these  levels.  Forty  milligrams  per 
day  In  single  or  divided  doses  will  usually 
constitute  an  adequate  stabilizing  dose 
level.  Stabilization  can  be  continued  2 
to  3  days  and  then  the  amount  of  meth¬ 
adone  will  normally  be  gradually  de¬ 
creased.  The  rate  at  which  methadone  Is 
decreased  will  be  determined  separately 
for  each  patient.  The  dose  of  methadone 
can  be  decreased  on  a  daily  basis  or  in 
2-day  Intervals,  but  the  amount  of  intake 
shall  always  be  sufficient  to  keep  with¬ 
drawal  symptoms  at  a  tolerable  level.  In 
hospitalized  patients  a  dally  reduction  of 
20  percent  of  the  total  daily  dose  usually 
will  be  tolerated  and  will  cause  little  dis¬ 
comfort.  In  ambulatory  patients,  a  some¬ 
what  slower  schedule  may  be  needed.  If 
methadone  Is  SMlmlnistered  for  more  than 

3  weeks,  the  procedure  is  considered  to 
have  progressed  from  detoxification  or 
treatment  of  the  acute  withdrawal  syn¬ 
drome  to  malntoiance  treatment,  even 
though  the  goal  and  intent  may  be  even¬ 
tual  total  withdrawal. 

(c)  Maintenance  treatment:  special 
considerations  for  a  pregnant  patient. 
(f )  In  maintenance  treatment  the  initial 
dosage  of  methadone  should  control  the 
abstinence  symptoms  that  follow  with¬ 
drawal  of  narcotic  drugs,  but  should  not 
be  so  great  as  to  cause  sedation,  respira¬ 
tory  depression,  or  other  effects  of  acute 
intoxication.  It  Is  Important  that  the  Ini¬ 
tial  dosage  be  adjusted  on  an  individual 
basis  to  the  narcotic  tolerance  of  the 
new  patient.  If  such  a  patient  has  been  a 
heavy  user  of  heroin  up  to  the  day  of  ad- 
mission.  be  may  be  given  20  milligrams 

4  to  8  hours  later,  or  40  milligrams  in 
a  single  oral  dose.  If  he  enters  treatment 
with  little  ox  no  narcotic  tolerance  (e.g. 
If  he  has  recently  been  released  from 
Jail  or  other  confinement) .  the  Initial 
dosage  may  be  one-half  these  quantities. 
When  there  is  any  doubt,  the  smaller 
dose  should  be  used  Initially.  Ihe  pa¬ 
tient  should  then  be  kept  under  Ofa^- 
vatlon,  and.  if  symptoms  at  abstinence 
are  distressing,  additional  10  milligram 
doses  may  be  administered  as  needed. 
Subsequently,  the  dosage  should  be  ad¬ 
justed  Indivlchially,  as  tolerated  and  re¬ 
quired.  up  to  a  level  of  120  milligrams 
dally.  For  dally  dosages  above  100  milli¬ 
grams  patients  shall  ingest  medication 
under  observation  6  days  per  week.  These 
pwitients  will  be  allowed  take-home  medi¬ 
cation  for  1  day  per  week  only.  Those 
patients  in  treatment  on  the  date  this 
regulation  becomes  effective  who  are  re¬ 
ceiving  a  take-home  dose  of  more  than 
100  milligrams  per  day  shall  have  their 
dosage  level  reduced  to  100  milligrams 
per  day  or  less  by  June  13,  1973. 
A  daily  dose  of  120  milligrams  or 
more  shall  be  Justified  in  the  medical 
record.  For  dally  dosages  above  120  mllU- 


grazas,  prior  approval  from  State  au¬ 
thority  and  the  Food  and  Drug  Ad¬ 
ministration  shall  be  obtained  be¬ 
ginning  on  March  IS.  1973.  For  take- 
home  doses  above  100  milligrams  per 
day,  prior  appiroval  from  the  State  au¬ 
thority  and  the  Food  and  Drug  Admin¬ 
istration  shall  be  obtained  beginning  on 
June  13,  1973.  A  regular  review  of 
dosage  level  should  be  made  by  the  re¬ 
sponsible  physician  with  careful  con¬ 
sideration  given  for  reduction  of  dosage 
as  indicated  on  an  Individual  basis.  A 
new  dosage  level  is  only  a  test  levri 
until  stability  is  achieved. 

(2)  Caution  shall  be  taken  in  the 
maintenance  treatment  ot  pregnant  pa¬ 
tients.  Dosage  levels  shall  be  main¬ 
tained  as  low  as  possible  If  continued 
methadone  treatment  is  deemed  neces¬ 
sary.  It  is  the  responsibility  of  the  pro¬ 
gram  sponsor  to  assure  that  each  female 
patient  Is  fully  Informed  concerning  the 
possible  risks  to  a  pregnant  woman  or 
her  unborn  child  from  the  use  of  meth¬ 
adone. 

(d)  Authorized  dispensers  of  metha¬ 
done:  responsibility.  Methadone  will  be 
administered  or  dispensed  by  a  practi¬ 
tioner  licensed  or  registered  xmder  ap¬ 
propriate  State  or  Federal  law  to  order 
narcotic  drugs  for  patients  or  by  an 
agent  of  the  practitioner,  supervised  by 
and  pursuant  to  the  order  of  the  prac- 
,  titioner.  This  agent  may  only  be  a  phar¬ 
macist,  registered  nurse,  or  lic^ised  prac¬ 
tical  nurse  depending  upon  the  State  reg¬ 
ulations  regarding  narcotic  drug  dispens¬ 
ing  and  administering.  The  licensed 
practitioner  assumes  responsibility  for 
the  amoimts  of  methadone  administered 
or  dispensed  and  all  changes  In  dosage 
schedule  will  be  recorded  and  signed  by 
the  licensed  practitioner. 

(7)  Frequency  of  attendance:  take- 
home  medication — (1)  For  detoxifica¬ 
tion.  the  drug  shall  be  administered  daily 
under  close  observation.  In  maintenance 
treatment  the  patient  will  Initially  Ingest 
the  drug  under  observation  dally,  or  at 
least  6  days  a  week,  for  the  first  3 
months.  It  Is  recognized  that  diversion 
occurs  primarily  vriien  patients  take 
medication  from  the  clinic  for  self-ad¬ 
ministration.  It  Is  also  recognized,  how¬ 
ever.  that  dedly  attendance  at  a  program 
facility  may  bis  Incompatible  with  gain¬ 
ful  emidoyment,  education,  and  respon¬ 
sible  bomemaklng.  After  demonstrating 
satisfactory  adherence  to  the  program 
regulations  for  at  least  3  months,  and 
showing  substantial  progress  In  rehabil¬ 
itation  by  participating  actively  In  the 
program  activities  and/or  by  participa¬ 
tion  In  educational,  vocational,  and 
homemaking  activities,  those  patients 
whose  employment,  education,  or  home¬ 
making  responsibilities  would  be  hin¬ 
dered  by  dally  attendance  may  be  per¬ 
mitted  to  reduce  to  three  times  weekly 
the  times  when  they  must  Ingest  the 
drug  under  observation.  They  shall  re¬ 
ceive  no  mcK'e  than  a  2-day  take-homa 
supply.  With  continuing  adherence  to  the 
program’s  requirements  and  progressive 
rehabilitation  for  at  least  2  years  after 
entrance  Into  the  program,  sneh  patients 
mar  be  pennRted  twice  weeUy  vtstts  to 
the  program  fox  dzwg  tngestton  under 
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obsenratton  with  %  S-day  take-home  sup¬ 
ply.  Prior  to  reducing  the  frequency  of 
visits,  documentation  of  the  patient’s 
progress  and  the  need  for  reducing  the 
frequency  of  visits  shall  be  recorded.  The 
requirements  and  schedule  for  when  the 
drug  must  be  Ingested  under  observa¬ 
tion  may  be  relaxed  If  the  patient  has  a 
serious  physical  disability  which  would 
prevent  frequent  visits  to  the  program 
facility.  The  Food  and  Drug  Adminis¬ 
tration  and  the  State  authority  shall  be 
notified  of  rach  cases.  Addltlonsd  medi¬ 
cation  may  also  be  provided  In  excep¬ 
tional  circumstances  such  as  acute  Ill¬ 
ness,  family  crises,  or  necessary  travel 
when  hudshlp  woiild  result  from  requir¬ 
ing  the  customary  observed  medication 
intake  for  the  specific  period.  In  these 
clrciunstances  the  reasons  for  providing 
ad^tional  medication  will  be  recorded. 
In  circumstances  of  severe  Illness.  In¬ 
firmity  or  physical  disability,  an  author¬ 
ized  Individual  (e.g.  a  licensed  practi¬ 
tioner)  may  deliver  or  obtain  the  medi¬ 
cation. 

(11)  Urine  testing — (a)  Schedule  of 
testing:  substances  tested  for.  In  main¬ 
tenance  treatment,  a  urinalysis  will  be 
performed  randomly  at  least  weekly  for 
morphine  and  monthly  for  methadone, 
barbiturates,  amphetsunlnes  and  other 
drugs  If  Indicated.  Those  patients  receiv¬ 
ing  their  doses  of  the  drug  from  medica¬ 
tion  units  will  also  adhere  to  this  sched¬ 
ule.  The  lulne  shall  be  collected  at  the 
program’s  primary  facility  or  at  the 
medication  unit. 

(b)  Method  of  collection.  Urine  shall 
be  collected  In  a  manner  which  mini¬ 
mizes  falsification  of  the  samples.  The 
reliability  of  this  collection  procedure 
shall  be  demonstrated. 

(c)  Laboratories.  Laboratories  used  for 
urine  testing  shall  participate  In  and 
be  approved  by  any  proficiency  testing 
program  designated  by  the  Food  and 
Drug  Administration.  Any  changes  made 
in  laboratories  used  for  urine  testing 
shall  have  prior  approval  of  the  Food 
and  Drug  Administration. 

(ill)  Patient’s  clinical  record.  An  ade¬ 
quate  clinical  record  will  be  maintained 
for  each  patient.  The  record  will  contain 
a  copy  of  the  signed  consent  form(6). 
the  date  of  each  visit,  the  amount  of 
methadone  administered  or  dispensed, 
the  results  of  each  urinalysis,  a  detailed 
account  of  any  adverse  reactions,  which 
will  also  be  reported  within  2  weeks  to 
the  Food  and  Drug  Administration  on 
Form  FD-1639.  “Drug  Experience  Re¬ 
port,”  any  significant  physical  or  psycho¬ 
logic^  disability,  the  tj^e  of  rehabilita¬ 
tive  and  coimseling  efforts  employed,  an 
ac(x>imt  of  the  patient’s  progress,  and 
other  relevant  aspects  of  the  treatment 
program.  For  recordkeeping  purposes.  If  a 
patient  misses  appointments  for  2  weeks 
or  more  without  notifying  the  program, 
the  eplscxle  of  care  Is  considered  termi¬ 
nated  and  so  noted  In  the  clinical  rec¬ 
ord.  IMb  does  not  mean  that  the  patient 
cannot  return  for  care.  If  the  patient 
does  return  for  care  and  Is  accepted  Into 
the  program,  this  Is  considered  a  read- 
mission  and  so  noted  In  the  (dlnical  rec¬ 


ord.  This  method  of  recordkeeping  helps 
assure  the  easy  detection  of  sporadic  at¬ 
tendance  and  decreases  the  possibility  of 
administering  Inappropriate  doses  of 
methadone  (e.g.,  the  patient  who  has 
received  no  medication  for  several  days 
or  more  and  upon  return  receives  the 
usxial  stabilization  dose).  An  annual 
evaluation  of  the  patient’s  progress  will 
be  recorded  In  the  clinical  record  (s) . 

(8)  Discontinuation  of  methadone  use. 
All  patients  In  treatment  will  be  given 
careful  consideration  for  discontinuation 
of  methadone  use,  especially  after  reach¬ 
ing  a  10-20  milligram  dosage  level.  So¬ 
cial  rehabilitation  shall  have  been 
maintained  for  a  reasonable  period  of 
time.  Patients  should  be  encouraged  to 
pursue  the  goal  of  eventual  withdrawal 
from  methadone-  and  becoming  com¬ 
pletely  drug  free.  Upon  successfully 
reaching  a  drug-free  state  the  patient 
should  be  retained  In  the  program  for 
as  long  as  necessary  to  assure  stability 
In  the  drug-free  state,  with  the  fre¬ 
quency  of  his  required  visits  adjusted  at 
the  discretion  of  the  director.  Mainte¬ 
nance  treatment  using  methadone  shall 
be  discontinued  within  2  years  after  such 
treatment  Is  begun  unless,  based  upon 
clinical  Judgment  recorded  In  the  clinical 
record  for  the  patient,  the  patient’s 
status  Indicates  that  such  treatment 
should  be  continued  for  a  longer  period 
of  time.  Any  patient  continued  on  meth¬ 
adone  for  longer  than  2  years  shall  be 
subject  to  periodic  reconsideration  for 
discontinuance  of  such  treatment. 

(9)  Record  of  drug  dispensing.  Ac¬ 
curate  records  traceable  to  specific  pa¬ 
tients  shall  be  maintained  showing  dates, 
quantity,  and  batch  or  code  marks  of 
the  drug  dispensed.  These  records  shall 
be  retained  for  a  period  of  3  years. 

(10)  Security  of  drug  stocks.  Adequate 
security  shall  be  maintained  over  stocks 
of  methadone,  over  the  manner  In  which 
It  Is  administered  or  dispensed,  over  the 
manner  In  wliich  it  Is  distributed  to 
medication  units,  and  over  the  manner 
In  which  It  Is  stored  to  guard  against 
theft  and  diversion  of  the  drug.  ’The 
security  standards  for  the  distribution 
and  storage  of  controlled  substances  as 
required  by  the  Drug  Enforcement  Ad¬ 
ministration,  Depeuiiment  of  Justice 
({§  1301.72-1301.76  of  this  title)  shaU  be 
met  by  the  program. 

(11)  Inspections  of  programs;  pa¬ 
tient  confidentiality.  Inspection  of  a  pro¬ 
gram  may  be  imdertaken  by  the  State 
authority,  by  the  Food  and  Drug  Ad¬ 
ministration  and  by  the  Drug  Enforce¬ 
ment  Administration,  Department  of 
Justice,  in  accordance  with  Federal 
controlled  substances  laws.  The  Identity 
of  patients  will  be  kept  confidential  ex¬ 
cept  (i)  when  It  Is  necessary  to  make 
follow-up  Investigations  on  adverse  ef¬ 
fect  Information  related  to  use  of  the 
drug,  (11)  when  the  medical  welfare  of 
the  patient  would  be  threatened  by  a 
failure  to  reveal  such  Information,  or 
(111)  when  It  Is  necessary  to  verify  rec¬ 
ords  relating  to  approval  of  the  program 
or  any  portion  thereof.  In  an  circum¬ 
stances  the  proviskm  of  42  CFR  Part 
2  ^all  be  followed. 


(12)  Exemptions  from  specific  pro¬ 
gram  standards.  (1)  A  program  Is  per¬ 
mitted.  at  the  time  of  application  or  any 
time  thereafter,  to  request  exemption 
from  or  revision  of  specific  program 
standards.  The  rationale  for  an  exemp¬ 
tion  or  revision  shall  be  thoroughly  docu¬ 
mented  In  an  appendix  to  be  submitted 
with  the  application  or  at  some  later 
time.  An  example  of  a  case  In  which  an 
exemption  might  be  granted  would  be 
for  a  private  practitioner  who  wishes  to 
treat  a  limited  number  of  patients  and 
requests  exemption  from  some  of  the 
staffing  and  service  standards  In  a  non- 
metropolitan  area  with  few  physicians 
and  no  rehabilitative  services  geographl- 
calh'  accessible.  The  Food  and  Drug  Ad¬ 
ministration  will  approve  such  exemp¬ 
tions  or  revisions  of  program  standards 
at  the  time  of  application  with  the  con¬ 
currence  of  the  State  authority. 

(li)  The  Food.imd  Drug  Administra¬ 
tion  has  the  right  to  withhold  the  grant¬ 
ing  of  sm  exemption  \mtll  such  time  as  a 
program  Is  In  actual  operation  In  order 
to  assess  If  the  exemption  Is  necessary. 
If  periodic  Insptectlons  of  the  program 
reveal  that.discrepancles  or  adverse  con¬ 
ditions  exist,  the  Food  and  Drug  Ad¬ 
ministration  shall  reserve  the  right  to 
revoke  any  or  all  exemptions  previously 
granted. 

(13)  Additional  reporting  require¬ 
ments — (1)  Deaths.  ’The  program  spon¬ 
sor  shall  report  any  patient  death  which 
Is  considered  methadone  related  to  the 
Food  and  Drug  Administration  within 
2  weeks,  using  Form  FD-1639  "Drug  Ex¬ 
perience  Report.’’ 

(11)  Newborns.  The  program  sponsor 
shall  report  to  the  Food  and  Drug  Ad¬ 
ministration  the  birth  of  any  child  to  a 
female  patient.  If  the  newborn  is  pre¬ 
mature  or  shows  any  adverse  reactions 
which.  In  the  opinion  of  the  attending 
physician,  are  due  to  methadone,  within 
1  month  of  the  birth,  using  Form  FD- 
1639  “Drug  Experience  Report.” 

(e)  Multiple  enrollments — (1)  Ad¬ 
ministering  or  dispensing  to  patients 
enrolled  in  other  programs.  There  Is  a 
danger  of  drug  dependent  persons  at¬ 
tempting  to  enroll  In  more  than  one 
me^adone  treatment  program  to  obtain 
quantities  of  methadone  for  the  purpose 
of  self-admlnlstratlon  or  Illicit  market¬ 
ing.  Therefore,  except  in  an  emergency 
situation,  methadone  shall  not  be  pro¬ 
vided  to  a  patient  who  Is  known  to  be 
currently  receiving  the  drug  from  an¬ 
other  treatment  program  using  metha¬ 
done. 

(2)  Patient  attendance  requirements. 
The  patient  shall  always  report  to  the 
same  treatment  facility  unless  prior  ap¬ 
proval  Is  obtained  from  the  program 
sponsor  for  treatment  at  another  pro¬ 
gram.  Permission  to  report  for  treatment 
at  the  facility  of  another  program  shall 
be  granted  only  In  exceptional  circum¬ 
stances  and  shall  be  noted  on  the  pa¬ 
tient’s  clinical  record. 

(f )  Conditions  for  use  of  methadone  in 
hospitals  for  detoxification  and  for 
temporary  maintenance  treatment — (1) 
Form.  ’The  drug  may  be  administered 
or  dispensed  in  either  oral  or  parenteral 
form. 
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(2)  Use  of  methadone  in  hospitals — 
(1)  Approved  uses.  Methadone  for  nar¬ 
cotic  addict  treatment  is  permitted  to  be 
administered  or  dispensed  only  for  de¬ 
toxification  or  temporary  treatment  of 
hospitalized  patients.  If  methadone  is 
administered  for  treatment  of  heroin  de¬ 
pendence  for  more  than  3  weeks,  the 
procedure  passes  from  treatment  of  the 
acute  withdrawal  syndrome  (detoxifi¬ 
cation)  to  maintenance  treatment. 
Maintenance  treatment  is  permitted  to 
be  undertaken  only  by  approved  metha¬ 
done  programs.  This  does  not  preclude 
the  maintenance  treatment  of  an  addict 
who  is  hospitalized  for  treatment  of 
medical  condition.^  other  than  addiction 
and  who  requires  temporary  mainte¬ 
nance  treatment  during  the  critical 
period  of  his  stay  or  whose  enrollment 
in  a  program  which  has  approval  for 
maintenance  treatment  using  metha¬ 
done  has  been  verified.  Any  hospital 
which  already  has  received  approval 
under  this  paragraph  (f)  may  be  per¬ 
mitted  to  serve  as  a  temporary  metha¬ 
done  treatment  program  when  an  ap¬ 
proved  methadone  treatment  program 
has  been  terminated  and  there  is  no 
other  facility  immediately  available  in 
the  area  to  provide  methadone  treatment 
for  the  patients.  The  Food  and  Etaiig  Ad¬ 
ministration  may  give  this  approval  upon 
the  request  of  the  State  authority  or  the 
hospital,  when  no  State  authority  has 
been  established. 

(il)  Individual  responsible  for  sup¬ 
plies.  The  name  of  the  individual  (phar¬ 
macist)  responsible  for  receiving  and 
securing  supplies  of  methadone  for  nar¬ 
cotic  addict  treatment  shall  be  sub¬ 
mitted  to  the  Food  and  Drug  Admin¬ 
istration  and  the  State  authority.  In¬ 
dividuals  not  authorized  by  Federal  or 
State  law  shall  not  receive  supplies  of 
methadone. 

(ill)  General  description.  A  general  de¬ 
scription  of  the  hospital  including  the 
number  of  beds,  specialized  treatment 
facilities  for  drug  dependence,  and  na¬ 
ture  of  patient  care  undertaken  shall  be 
submitted. 

(iv)  Anticipated  quantity  of  drug 
needed.  The  anticipated  quantity  of 
methadone  for  narcotic  addict  treatment 
needed  per  year  shall  be  submitted. 

(V)  Records.  The  hospital  shall  main¬ 
tain  accurate  records  showing  dates, 
quantity,  and  batch  or  code  marks  of  the 
drug  used  for  inpatient  treatment.  The 
records  shall  be  retained  for  a  period  of 
3  years. 

(vi)  Inspections.  The  Food  and  Drug 
Administration  and  the  State  authority 
may  inspect  supplies  of  the  drug  and 
evaluate  the  uses  to  which  the  drug  is 
being  put.  The  identity  of  the  patient 
will  be  kept  confidential  except  (a)  when 
it  is  necessary  to  make  follow-up  investi¬ 
gations  on  adverse  effect  information 
related  to  the  drug,  (b)  when  the  med¬ 
ical  welfare  of  the  patient  would  be 
threatened  by  a  failure  to  reveal  such 
information,  or  (c)  when  it  is  necessary 
to  verify  records  relating  to  approval  of 
the  hospital  or  any  portion  thereof.  The 
confidentiality  requirements  of  42  CFR 
Part  2  shall  be  followed.  Records  re¬ 
lating  to  the  receipt,  storage,  and  dis¬ 


tribution  of  narcotic  medication  shall 
also  be  subject  to  inspection  as  provided 
by  Federal  controlled  substances  laws; 
but  use  or  disclosure  of  records  identify¬ 
ing  patients  will,  in  any  case,  be  limited 
to  actions  involving  the  program  or  its 
personnel. 

(vii)  Approval  of  hospital  pharmacy. 
Application  for  a  hospital  pharmacy  to 
provide  methadone  for  detoxification  and 
temporary  treatment  will  be  submitted 
to  the  Food  and  Drug  Administration 
and  the  State  authority  and  shall  re¬ 
ceive  approval  from  both,  except  as  pro¬ 
vided  for  in  paragraph  (h)  (5)  of  this 
section.  Within  60  days  after  receipt  of 
the  application  by  the  Fbod  and  Drug 
Administration,  the  applicant  will  re¬ 
ceive  notification  of  approval  or  denial 
or  a  request  for  additional  information, 
when  necessary. 

(viii)  Approval  of  shipments  to  hos¬ 
pital  pharmacies.  Before  a  hospital  phar¬ 
macy  may  lawfully  receive  shipments  of 
methadone  for  detoxification  or  tem¬ 
porary  maintenance  treatment,  a  respon¬ 
sible  hospital  official  shall  complete,  sign, 
and  file  in  triplicate  with  the  Food  and 
Drug  Administration  and  the  State  au¬ 
thority  Form  FD-2636,  “Hospital  Request 
for  Methadone  for  Detoxlficaticm  and 
Temporary  Maintenance  Treatment”  set 
forth  in  paragraph  (k)  (5)  of  this  section 
and  shall  receive  a  notice  of  approval 
thereof  from  the  Food  and  Drug  Admin¬ 
istration. 

(ix)  Sanctions.  Failure  to  abide  by  the 
requirements  described  in  this  section 
may  result  in  revocation  of  approval  to 
receive  shipments  of  methadone  for  nar¬ 
cotic  addict  treatment,  seizure  of  the 
drug  supply  on  hand,  injunction,  and 
criminal  prosecution. 

(g)  Confidentiality  of  patient  rec¬ 
ords.  (1)  Except  as  provided  In  para¬ 
graph  (g)  (2)  of  this  section,  disclosure 
of  patient  records  maintained  by  any 
program  shall  be  governed  by  the  pro¬ 
visions  of  42  cm  Part  2,  and  every 
program  shall  comply  with  the  provisions 
of  that  part.  Records  relating  to  the  re¬ 
ceipt.  storage,  and  distribution  of  nar¬ 
cotic  medication  shall  also  be  subject  to 
inspection  as  provided  by  Federal  con¬ 
trolled  substances  laws;  but  use  or  dis¬ 
closure  of  records  Identifying  patients 
wUl,  In  any  case,  be  limits  to  actions 
involving  the  program  or  Its  personnel. 

(2)  In  addition  to  the  restrictions 
upon  disclosure  in  42  (TFR  Part  2, 
and  in  accordance  with  the  authority 
conferred  by  section  303(a)  of  the  Public 
Health  Service  Act  (42  U.S.C.  242a(a)). 
every  program  Is  hereby  fiuther  au¬ 
thorized  to  protect  the  privacy  of  patients 
therein  by  withholding  from  all  persons 
not  employed  by  such  program  or  other¬ 
wise  connected  with  the  conduct  of  Its 
operations  the  names  or  other  Identlfy- 
1^  characteristics  of  such  patients 
under  any  circumstances  imder  which 
such  program  has  reasonable  grounds  to 
believe  that  such  information  may  be 
used  to  conduct  any  criminal  Investiga¬ 
tion  or  prosecution  of  a  patient.  Pro¬ 
grams  may  not  be  compelled  In  any 
Federal,  State,  or  local  civil,  criminal, 
administrative,  or  other  proceedings  to 
furnish  such  information,  but  this  sub- 


paragnq;^  does  not  authorize  the  with¬ 
holding  of  information  authorized  to  be 
furnished  pursuant  to  42  CFR  Part  2 
nor  does  It  invalidate  any  legal  proc¬ 
ess  to  compel  the  furnishing  of  in- 
formation  in  accordance  with  42  CTR 
Part  2.  Records  relating  to  the  receipt, 
storage,  and  distribution  of  narcotic 
medication  shall  also  be  subject  to  In¬ 
spection  as  provided  by  Federal  con¬ 
trolled  substances  laws;  but  use  or  dls- 
cloeure  of  records  Identifying  patients 
will.  In  any  case,  be  limited  to  actions 
involving  the  program  or  Its  personneL 
(S)  A  treatment  program  or  medica¬ 
tion  unit  or  any  part  thereof.  Including 
any  faclll^  or  any  Individual,  shall  per¬ 
mit  a  duly  authorized  employee  of  the 
Food  and  Drug  Administration  to  have 
access  to  and  to  copy  all  records  relating 
to  the  use  of  methadone.  Patient  Iden¬ 
tities  shall  be  revealed  (1)  when  It  Is 
necessary  to  make  follow-up  Investlga- 
tkms  on  adverse  effect  Information  re¬ 
lated  to  the  drug,  (11)  when  the  medical 
welfare  of  the  patient  would  be  threat¬ 
ened  by  a  failure  to  reveal  such  Informa¬ 
tion,  or  (111)  when  It  Is  necessary  to 
verify  records  relating  to  any  approval  or 
any  portion  thereof  imder  this  section. 
Hie  Food  and  Drug  Administration  will 
retain  such  Identities  In  confidence  pur¬ 
suant  to  42  CFR  Part  2  and  shall  reveal 
them  only  when  necessary  in  a  related 
administrative  or  court  proceeding. 

(h)  Denial  or  revocation  of  approval. 
(1)  Complete  or  partial  denial  or  rev¬ 
ocation  of  approval  of  an  application  to 
receive  shipments  of  methadone  (Forms 
FD-2632  “Application  for  Approval  of 
Use  of  Methadone  in  a  Treatment  Pro¬ 
gram”  and  PD-2636  “Hospital  Request 
for  Methadone  for  Detoxification  and 
Maintenance  Treatment”)  may  be  pro¬ 
posed  to  the  Commissioner  of  Pood  and 
Drugs  by  the  Director  of  the  Pood  and 
Drug  Administration’s  Bureau  of  Drugs, 
on  his  own  initiative  or  at  the  request 
of  representatives  of  the  Drug  Enforce¬ 
ment  Administration,  Department  of 
Justice,  National  Institute  of  Mental 
Health,  the  State  authority,  or  any  other 
interested  person. 

(2)  Before  presenting  such  a  proposal 
to  the  Commissioner,  the  Director  of  the 
Bureau  of  Drugs  or  his  representative 
will  notify  the  applicant  in  writing  of  the 
proposed  action  and  the  reasons  there¬ 
for  and  will  offer  him  an  opportunity  to 
explain  the  matters  In  question  in  an  in¬ 
formal  conference  and/or  In  writing 
within  10  days  after  receipt  of  such 
notification.  The  applicant  shall  have  the 
right  to  hear  and  to  question  the  infor¬ 
mation  on  which  the  proposal  to  deny 
or  revoke  approval  Is  based,  and  may 
present  any  oral  or  written  Information 
and  views. 

(3)  If  the  explanation  offered  by  the 
applicant  is  not  accepted  by  the  Bureau 
of  Drugs  as  sufficient  to  justify  approval 
of  the  application,  and  denial  or  revoca¬ 
tion  of  approval  is  therefore  proposed, 
the  Commissioner  will  evaluate  Infor¬ 
mation  obtained  in  the  Informal  hearing 
before  the  Director  of  the  Bureau  of 
Drugs.  If  he  finds  that  the  applicant  has 
failed  to  submit  adequate  assurance  jus¬ 
tifying  approval  of  the  application,  he 
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shall  Issue  a  notice  opportunity  for 
hearlnc  with  respect  to  the  matter  pur> 
suant  to  i  314.200  of  this  chapter  and  the 
matter  shall  thereafter  be  handled  In 
accordance  with  estaUlshed  procedures 
for  denial  or  revocation  of  approval  of 
a  new  drug  application.  If  the  Secretary 
determines  that  there  Is  an  Inunlnent 
hazard  to  health,  revocation  of  approval 
will  become  effective  Immediate  and 
any  administrative  procedures  will  be 
expedited.  Upon  revocation  of  approval 
of  an  application,  the  Commissioner  will 
notify  the  applicant,  the  State  authority, 
the  Drug  Enforcement  Administration, 
Department  of  Justice,  and  all  other  ap¬ 
propriate  persons  that  the  appUcant  may 
no  longer  receive  shipments  of  metha¬ 
done.  and  will  require  the  recall  of  all 
methadone  from  the  ai^llcant.  Revoca¬ 
tion  of  approval  may  alro  result  In  crimi¬ 
nal  prosecution. 

(4)  Denial  or  revocation  of  approval 
may  be  reversed  when  the  Commissioner 
determines  that  the  applicant  has  Justi¬ 
fied  approval  of  the  i4>pUcatk>n. 

(5)  A  treatment  program  or  medica¬ 
tion  imlt  or  any  part  thereof.  Including 
any  facility  or  any  Individual,  may  ap¬ 
peal  to  the  Food  and  Drug  Adminis¬ 
tration  a  complete  or  partial  denial  or 
revocation  of  approval  by  the  State  au¬ 
thority  unless  the  denial  or  revocation 
is  bas^  upon  a  State  law  or  regulation. 
The  appe^  shall  first  be  made  to  the 
Director  of  the  Bureau  of  Drugs,  who 
shall  hold  an  Informal  conference  on  the 
matter  in  accordance  with  jiaragraph 
(h)  (2)  of  this  section.  The  State  author¬ 
ity  may  participate  in  the  conference. 
The  appellant  or  the  State  authority  may 
appeal  the  Direct(»^s  decision  to  the 
Commissioner,  who  shall  decide  the  mat¬ 
ter  In  accordance  with  paragraph  (h)  (3) 
of  this  section.  If  the  Commissioner 
denies  or  revokes  approval,  such  action 
shall  be  handled  in  acoordanoe  with 
paragraph  (h)  (3)  of  this  section.  The 
Commissioner  may  not  grant  or  retain 
Food  and  Drug  Administration  approval 
If  he  finds  that  tire  appellant  Is  not  In 
compliance  with  all  applicable  State  laws 
and  regulations  and  with  this  section. 

(1)  Sanctions — (1)  Program  sponsor 
or  individual  responsible  for  a  particular 
program.  If  the  program  sponsor  or  the 
person  responsible  for  a  particular  pro¬ 
gram  fails  to  abide  by  UU  the  require¬ 
ments  set  forth  In  these  regulations,  or 
fails  to  adequately  monitor  the  activities 
of  those  employed  in  the  program,  he 
may  have  the  approval  of  his  applica¬ 
tion  revoked,  his  methadone  supply 
seized,  an  injunction  granted  precluding 
operation  of  his  program,  and  criminal 
prosecution  instituted  against  him. 

'  (2)  Persons  responsible  for  adminis¬ 
tering  or  dispensing  methadone.  It  a 
person  responsible  for  administering  or 
dispensing  methadone  for  narcotic  ad¬ 
dict  treatment  fails  to  abide  by  all  the 
requirements  set  forth  in  these  regula¬ 
tions.  criminal  prosecution  may  be  in¬ 
stituted  against  him,  his  drug  supply  may 
be  seized,  the  approval  of  the  program 
may  be  revoked,  and  an  injunction  may 
be  granted  precluding  operation  of  the 
program. 


(J)  Requirements  for  distribution  by 
manufacturers  of  methadtaie  for  nar¬ 
cotic  addict  treatment — (1)  Distribution 
requirements.  Shipments  of  methadone 
lor  narcotic  addict  treatment  are  re¬ 
stricted  to  direct  shipments  by  manufac¬ 
turers  of  methadone  to  approved  treat¬ 
ment  programs  using  methadone  and  to 
approved  hospital  pharmacies.  If  re¬ 
quested  by  a  manufacturer  or  State  au¬ 
thority,  wholesale  phsumacy  outlets  in 
some  regions  or  States  may  be  author¬ 
ized  to  stock  methadone  for  narcotic  ad¬ 
dict  treatment  for  that  area  and  then 
trans-ship  the  dnig  to  approved  metha- 
dcme  treatment  programs  and  approved 
hospital  pharmacies.  Alternative  methods 
of  ^stribution  will  be  permitted  if  they 
are  approved  by  the  Food  and  Drug  Ad¬ 
ministration  and  the  State  authority. 
Prior  to  any  approval  of  an  altnmatlve 
method  of  distribution  there  will  be  con¬ 
sultation  with  the  Drug  Enforcement  Ad¬ 
ministration.  Department  of  Justice,  to 
assure  compliance  with  its  regulati<ms 
regarding  controlled  substance  distribu¬ 
tion. 

(2)  Information  regarding  approved 
programs  and  hospitals.  The  Food  and 
Drug  Administration  will  provide  metha¬ 
done  manufacturers  and  the  public  with 
names  and  locations  of  programs  and 
hospitials  that  have  been  approved  to  re¬ 
ceive  shipments  of  methadcme  for  nar¬ 
cotic  addict  treatment.  All  information 
contained  in  the  forms  set  out  in  para¬ 
graph  (k)  of  this  section  is  available  for 
public  disclosure  except  for  names  or 
other  identifying  information  with  re¬ 
spect  to  patients. 

(3)  Acceptance  of  delivery.  Delivery 
shall  (Hily  be  made  to  a  licensed  practi¬ 
tioner  employed  at  the  facility.  At  the 
time  of  delivery  the  licensed  practltlocier 
shall  sign  for  the  methadone  and  place 
hlz  specific  title  and  Identificatinn  num¬ 
ber  on  any  invoice.  CknHes  of  these 
signed  invoices  shall  be  kept  by  the 
manufacturer. 

(k)  Program  forms — (1)  Treatment 
program  application. 

DSPASTSCXNT  or  BKALTB.  EDUCATXOlf,  AWS 

WSVABZ 

rooD  hm  DBua  AoimnsTBATioif 

Form  FD-263a  Application  for  Approval  of 

Use  of  Methadone  In  a  Treatment  Program 

Name  or  other  identification  of  program.... 


Address _ _ _ _ _ _ _ ... _ 

Name  of  program  aponsor _ _ _ _ 

Commissioner, 

Food  and  Drug  Admlniatratloa. 

Bureau  of  Drugs  (HFD-106), 

RoclcvlUe,  MD  20857. 

Dasa  Sib:  As  the  person  responsible  Cor  this 
program.  I  submit  this  request  for  ^proval 
of  a  treatment  program  using  methadone 
to  provide  detoxification  and  malnterumce 
treatment  for  narcotic  addicts  In  accordance 
with  $  291.505  of  the  new  drug  regulations. 
I  understand  that  failure  to  abide  by  the 
requirements  descrloed  below  may  cause 
revocation  at  approval  oC  my  applicatton, 
sMzure  of  my  drug  supply,  an  injunction,  and 
criminal  prosecution. 

I.  Attached  is  the  name,  complete  address, 
and  a  summary  of  the  scientific  training  and 


experience  of  each  physician  and  aU  other 
professional  personnel  having  major  nepon- 
alblUUea  for  the  program  and  rehabllltattve 
efforta,  and  a  tinged  Form  FD-assa  ’’Medical 
BesponslbOlty  Statement  for  Use  of  Metha¬ 
done  In  •  Treatment  Program’’  for  every 
licensed  praetlttoner  authofitoed  to  preeerlbe, 
dispenae,  or  administer  methadone  under  the 
program.  (If  the  Medical  Director  of  this  pro¬ 
gram  has  been  listed  for  a  program  In  a 
previous  application,  the  feeslbU^  of  serv¬ 
ing  as  Medical  Director  for  this  program  must 
be  documented  and  this  documentation  at¬ 
tached  to  this  application.) 

n.  Attached  is  a  deecrlptlon  of  the  organi¬ 
zational  Btructure  of  this  program  and  the 
name  and  complete  address  of  any  central 
administration  or  larger  organizational 
structure  to  which  this  program  is 
responsible. 

ni.  Attached  is  a  listing  of  the  sources  of 
funding  for  this  program.  (The  name  and 
address  for  each  governmental  agency  pro¬ 
viding  funding  must  be  provided.) 

IV.  The  program  shall  have  ready  acoees 
to  a  comprehensive  range  of  medical  and 
rehabilitative  eervloee.  Attached  la  the  name, 
address,  and  description  of  each  hospital,  in¬ 
stitution,  clinical  laboratory  facility,  or  other 
facility  available  to  provide  the  necessary 
eervlcee  and  a  statement  for  each  facility  as 
to  whether  or  not  methadone  will  be  admin¬ 
istered  or  dispensed  at  that  facility.  Theee 
facilities  Bhall  comply  with  any  guidelines 
established  by  Federal  or  State  autborltlea. 
(This  Hating  ehould  include  the  addrem  of 
each  medication  unit.  If  any  medical  or  re¬ 
habilitative  eervlce  la  not  available  at  the 
primary  facility,  there  must  be  a  formal, 
documented  agreement  with  private  or  public 
agencies,  organizations,  or  institutions  for 
these  services.) 

V.  Attached  is  a  statement  of  the  approxi¬ 
mate  number  of  addicts  to  be  Included  in 
the  program. 

VI.  The  following  minimal  treatment 
standards  shall  be  followed: 

A.  A  statement  ehall  be  given  to  the  ad¬ 
dicts  to  Inform  them  about  the  program.  A 
voluntary  request  and  consent  Form  n>-3635 
“Consent  to  Methadone  Treatment“  shall  he 
signed  by  each  patient.  Participation  In  the 
program  shall  be  voluntary. 

B.  I  ooneur  that  the  mere  use  of  a  narcotic 
drug,  even  if  periodic  or  intermittent,  can¬ 
not  be  equated  with  narcotic  addiction.  Oars 
shall  be  exercised  In  the  selection  of  patients 
to  prevent  the  possibility  of  admitting  a  per¬ 
son  who  was  not  first  dependent  upon  heroin 
or  other  moiphlne-llke  drugs  at  least  3  years 
prior  to  admission  to  maintenance  treat¬ 
ment.  nils  drug  history  and  evidence  of 
current  physiologic  dependence  on  morphine- 
like  drugs  shall  be  documented.  Bvldenoe  of 
pbyalcal  dependence  should  be  obtained  by 
noting  early  algna  of  withdrawal  (laerlma- 
tlon,  rhlnorrh^  pupillary  dilation,  and 
plloerectlon)  during  the  initial  period  of 
abstinence.  (Withdrawal  signs  may  be  ob¬ 
served  during  an  initial  period  of  hoepltallza- 
tlon  or  while  the  individual  is  an  outpatient 
undergoing  diagnostic  evaluation — (medical 
and  penonal  history,  physical  examlnathm, 
and  laboratory  studies) .  Loss  of  appetite  and 
Increased  body  temperature,  pulse  rate,  blood 
preesure,  and  respiratory  rate  are  also  signs 
of  withdrawal,  but  their  detection  may  re¬ 
quire  inpatient  observation.  It  la  unlikely 
that  an  Individual  would  be  currently  de¬ 
pendent  on  narcotic  drugs  without  having  a 
positive  urine  test  for  one  or  more  of  these 
drugs.  Additional  evidence  can  be  obtained 
by  noting  the  preaence  of  <fid  and  firaah 
needle  marks,  and  by  obtaining  additional 
history  from  relatives  and  friends.) 
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C.  An  exception  to  the  requirement  for 
evidence  of  current  physiologic  dependence 
on  narcotic  drugs  or  to  the  age  limitation 
will  be  allowed  under  the  following  excep¬ 
tional  circumstances:  (1)  Methadone  treat¬ 
ment  may  be  Initiated  prior  to  or  within 
1  week  of  release  from  a  stay  of  1  month  or 
longer  In  a  penal  or  chronic  care  Institution 
If  an  Individual  has  a  predetention  history 
of  dependence  upon  heroin  or  other  mor- 
phlne-llke  drugs  at  least  2  years  prior  to 
admission  to  the  Institution,  or  (2)  pregnant 
patients,  regardless  of  age  or  prior  addiction 
history,  but  otherwise  eligible  for  mainte¬ 
nance  treatment,  may  be  placed  on  a  main¬ 
tenance  regimen  If  the  Medical  Director 
certifies  the  pregnancy  and.  In  his  Judgment, 
such  treatment  Is  medically  Justified.  Within 
6  weeks  after  the  termination  of  the  preg¬ 
nancy,  the  physician  shall  enter  an  evalua¬ 
tion  of.  the  patient’s  treatment  state  Into  the 
patient's  records  Indicating  whether  the 
patient  should  remain  In  a  maintenance 
program  or  be  detoxified.  Justification  for 
any  such  exception  shall  be  noted  on  the 
patient's  record. 

D.  Patients  between  16  and  18  years  at 
age  who  are  enrolled  and  under  treatment  in 
approved  programs  on  December  15, 1B78  may 
continue  In  maintenance  treatment.  No  new 
patients  between  16  and  18  years  of  age  may 
be  admitted  to  a  maintenance  treatment  i>ro- 
gram  after  such  date  unless  a  parent,  legal 
guardian,  or  responsible  adult  designated  by 
the  State  authority  completes  and  signs  con¬ 
sent  form.  Form  PD-2688  "Consent  to  MStha- 
done  Treatment."  Methadone  treatment  of 
new  patients  between  the  ages  of  16  and  18 
years  of  age  will  be  permitted  after  such  date 
only  with  a  doctunented  history  of  two  or 
more  unsuccessful  attempts  at  detozlflcatlon 
and  a  docvimented  history  of  dependence  on 
heroin  or  other  morphlne-llke  drugs  begin¬ 
ning  2  years  or  more  prior  to  applloatkm  for 
treatment.  No  patient  under  age  16  may  be 
continued  or  started  on  methadone  treat¬ 
ment  after  such  date  but  these  patients  may 
be  detoxified  and  retained  In  the  program  In 
a  drug-free  state  for  follow-up  and  aftercare. 
Patients  imder  age  18  who  are  not  placed  In 
maintenance  treatment  may  be  detoxified. 
Detoxification  may  not  exceed  8  we^s.  A  re¬ 
peat  episode  of  detoxification  may  not  be  Ini¬ 
tiated  until  4  weeks  after  the  completion  of 
the  previous  detoxification. 

Vn.  An  admission  evaluation  and  record 
shall  be  made  and  maintained  for  each  pa¬ 
tient  upon  admission  to  the  program.  This 
evaluation  and  record  shall  consist  of  a  per¬ 
sonal  history,  a  medical  history,  a  physical 
examination,  and  any  laboratory  or  other 
special  examinations  as  Indicated  In  the 
Judgment  of  the  attending  physician.  (It  Is 
recommended  that  a  complete  blood  count, 
liver  function  tests,  and  a  serologic  test  for 
lues  be  part  of  the  admission  evaluation.) 

A.  A  personal  history  record  will  Include 
at  least  age,  sex,  educational  level,  employ¬ 
ment  history,  criminal  history,  past  history 
of  drug  abuse  of  all  types,  and  prior  treat¬ 
ment  for  drug  abuse. 

B.  Medical  history.  A  thorough  medical 
history  record  will  be  completed  for  each 
patient  accepted  for  admission. 

O.  Physical  examination.  The  findings  of  a 
comprehensive  physical  examination  will  be 
recorded. 

vm.  I  understand  that  there  Is  a  danger 
of  drug  dependent  persons  attempting  to 
enroll  in  more  than  one  methadone  treat¬ 
ment  program  to  obtain  qusmtltles  of  metha¬ 
done  either  for  the  purpose  of  self-adminis¬ 
tration  or  illicit  marketing.  To  prevent  such 
multiple  enrollments,  I  will  participate  In 
whatever  local,  regional,  or  national  patient 
Identification  system  exists  and  I  state  my 
intention  to  participate  In  any  system  that 
may  be  developed  and  approved  by  the  Pood 
and  Drug  Administration  unless  I  notify  the 


Pood  and  Drug  Administration.  In  writing, 
to  the  contrary.  I  understand  failure  to  par¬ 
ticipate  may  cause  revocation  of  i^iproval  of 
my  application.  Except  In  an  emergency  sit¬ 
uation,  methadone  will  not  be  provided  to  a 
patient  who  Is  known  to  be  currently  receiv¬ 
ing  the  dnig  from  another  treatment  pro¬ 
gram  using  methadone.  Except  as  provided  In 
Item  XV  of  this  form.  Information  that  could 
Identify  the  patient  will  be  kept  confidential 
In  compliance  with  42  CFR  Part  2. 

IX.  The  following  minimal  procedures  will 
be  used  for  ongoing  care. 

A.  Doaage  and  administration  for  detoxifi¬ 
cation  and  maintenance  treatment: 

1.  Methadone  will  be  administered  or  dis¬ 
pensed  In  oral  form  only  when  used  In  a 
treatment  program.  Hospitalised  patients 
under  care  for  medical  or  surgical  condition 
are  permitted  to  receive  methadone  In 
parenteral  form,  when  In  the  attending  phy¬ 
sician’s  professional  Judgment  it  Is  deemed 
advisable.  Although  tablet,  sirup  concen¬ 
trate,  or  other  formulations  are  permitted  to 
be  distributed  to  the  program,  all  oral  medl- 
q^tlon  shall  be  administered  or  dispensed 
In  a  liquid  formulation.  The  dosage  shall  be 
formulated  In  such  a  way  as  to  reduce  Its 
potential  for  parenteral  abuse  and  accidental 
Ingestion,  and  packaged  for  outpatient  use 
In  special  packaging  as  required  by  16  OPR 
1700.14.  Any  take-out  medication  shall  be 
labeled  with  the  treatment  center’s  name, 
address,  and  telephone  number.  Exceptions 
may  be  granted  when  any  of  the  provisions 
of  this  subsection  are  In  conflict  with  State 
law  with  regard  to  the  administering  or  dis¬ 
pensing  of  drugs. 

a.  In  detoxification,  the  patient  may  be 
placed  on  a  substitutive  methadone  admini¬ 
stration  schedule  when  there  are  significant 
symptoms  of  withdrawal.  The  dosage  sched¬ 
ules  Indicated  below  are  recommended  but 
may  be  varied  depending  upon  clinical  Judg¬ 
ment.  Initially,  a  single  oral  dose  of  15-20 
milligrams  of  methadone  will  often  be  suf¬ 
ficient  to  suppress  withdrawal  symptoms. 
Additional  methadone  may  be  provided  If 
withdrawal  symptoms  are  not  suppressed  or 
whenever  symptoms  reappear.  When  patients 
are  physically  dependent  on  high  doees  of 
methadone.  It  may  be  necessary  to  exceed 
these  levels.  Forty  milligrams  per  day  In 
single  or  divided  doses  will  \uuallt  constitute 
an  adequate  stabilizing  dose  level.  Stabiliza¬ 
tion  can  be  continued  for  2  to  3  days  and 
then  the  amount  of  methadone  will  normally 
be  gradually  decreased.  The  rate  at  which 
methadone  Is  decreased  will  be  determined 
separately  for  each  patient.  The  doee  of 
methadone  can  be  decreased  on  a  dally  basis 
or  In  2-day  Intervals,  but  the  amount  of  In¬ 
take  shall  always  be  sufficient  to  keep  with¬ 
drawal  symptoms  at  a  tolerable  level.  In 
hospitalized  patients  a  dally  reduction  of 
20  percent  of  the  total  dally  dose  usually  will 
be  tolerated  and  will  cause  little  discomfort. 
In  ambulatory  patients,  a  somewhat  slower 
schedule  may  be  need^.  If  methadone  Is 
administered  for  more  than  3  weeks,  the 
procedure  Is  considered  to  have  progressed 
from  detoxification  or  treatment  of  the  acute 
withdrawal  syndrome  to  maintenance  treat¬ 
ment,  even  though  the  goal  and  Intent  may 
be  eventual  total  withdrawal. 

3.  In  maintenance  treatment  the  Initial 
dosage  of  methadone  should  control  the 
abstinence  symptoms  that  follow  withdrawal 
of  narcotic  drugs  but  shoTild  not  be  so  great 
as  to  cause  sedation,  respiratory  depression, 
or  other  effects  of  acute  intoxlflcatlon.  It  Is 
Important  that  the  Initial  dosage  be  adjusted 
on  an  Individual  basis  to  the  narcotic  toler¬ 
ance  of  the  new  patient.  If  such  a  patient 
has  been  a  heavy  user  of  heroin  up  to  the  day 
of  admission,  he  may  be  g^ven  20  mllllgrama 
orally  for  the  first  dose  and  another  20  mllll¬ 
grama  4  to  8  hours  later,  or  40  milligrams  In 
a  single  oral  dose.  If  he  enters  treatment  with 


little  or  no  narcotic  tolerance  (e^-.  If  he  has 
recently  been  released  from  Jail  or  other 
confinement) ,  the  Initial  dosage  may  be  one- 
half  these  quantities.  When  there  Is  any 
doubt,  the  smaller  dose  should  be  used  Ini¬ 
tially.  The  patient  should  then  be  kept  under 
observation,  and.  If  symptoms  of  abstinence 
are  distressing,  additional  lO-mlUlgram 
doses  may  be  repeated  as  needed.  Subse¬ 
quently,  the  dosage  should  be  adjusted 
Individually,  as  tolerated  and  required,  to  a 
level  of  120  mllllgrama  dally.  For  dally  dos¬ 
ages  above  100  milligrams  patients  shall 
Ingest  medication  tinder  observation  6  days 
per  week.  These  patients  will  be  allowed 
take-home  medication  for  1  day  per  week 
only.  Those  patients  In  treatment  on  De¬ 
cember  15,  1072  who  are  receiving  a  take- 
home  dose  of  more  than  100  milligrams  per 
day  shall  have  their  dosage  level  reduced  to 
100  milligrams  per  day  or  lees  by  June  13, 
1078.  A  dally  doee  of  120  milligrams  or  mors 
shall  be  Justified  In  the  medical  record.  For 
dally  dosages  above  120  milligrams  or,  be¬ 
ginning  June  13,  1073,  for  take-hcune  doses 
above  100  milligrams  per  day,  prior  approval 
shall  be  obtained  from  the  Food  and  Drug 
Administration  and  the  State  authority.  A 
regular  review  of  dosage  level  should  be  made 
by  the  responsible  physician  with  careful 
consideration  given  for  reduction  of  dosage 
as  Indicated  on  an  Individual  basis.  A  new 
dosage  level  Is  only  a  test  level  until  stability 
Is  achieved. 

4.  Caution  shall  be  taken  In  the  mainte¬ 
nance  treatment  of  pregnant  patients.  Dosage 
levels  shall  be  maintained  as  low  as  pos¬ 
sible  If  continued  methadone  treatment  Is 
deemed  necessary.  It  Is  the  responsibility  of 
the  program  to  assure  that  each  female  pa¬ 
tient  la  fully  Informed  concerning  the  pm- 
slble  risks  to  a  pregnant  woman  or  her 
unborn  Child  from  the  use  of  methadone. 

5.  Methad(Hie  will  be  administered  or  dis¬ 
pensed  by  a  practitioner  licensed  or  regis¬ 
tered  under  appropriate  State  or  Federal  law 
to  order  narcotic  dnigs  for  patients  or  by 
an  agent  of  the  practitioner,  supervised  by 
and  pursuant  to  the  (mler  of  the  practitioner. 

^Thls  agent  may  be  a  pharmacist,  registered 

*  nurse,  or  licensed  practical  nurse,  depending 
upon  the  State  regulations  regarding  nar¬ 
cotic  drug  dispensing  and  administering.  The 
licensed  practitioner  assximes  responsibility 
for  the  amounts  of  methadone  administered 
or  dispensed  and  all  changes  In  dosage  sched¬ 
ule  shall  be  recorded  and  signed  by  the 
licensed  practitioner. 

.  6.  For  detoxification,  the  drug  shall  be  ad- 
mlnlstued  dally  under  close  observation.  In 
maintenance  treatment  the  patient  Initially 
will  Ingest  the  drug  tmder  observation  dally, 
or  at  lecMt  6  days  a  week,  for  the  first  8 
months.  It  Is  recognized  that  diversion  oc¬ 
curs  primarily  when  patients  take  medication 
from  the  clinic  for  self-admlnlstratlon.  It 
is  also  recognized,  however,  that  dally  at¬ 
tendance  at  a  program  facility  may  be  In¬ 
compatible  with  gainful  employment,  edu¬ 
cation,  and  responsible  homemaking.  After 
demonstrating  satisfactory  adherence  to  the 
program  regulations  for  at  least  3  months 
and  showing  substantial  progress  In  rehabili¬ 
tation  by  participating  actively  in  the  pro¬ 
gram  activities  and/or  by  participation  la 
educational,  vocational,  and  homemaklng  ac¬ 
tivities,  those  patients  whose  employment, 
education,  or  homemaking  responsibilities 
would  be  hindered  by  dally  attendance  may 
be  permitted  to  reduce  to  3  times  weelcly  the 
times  when  they  must  Ingest  the  drug  imder 
-  observation.  They  shall  receive  no  more  than 
a  2  day  take-home  supply.  With  continuing 
adherence  to  the  program’s  requirements  and 
progressive  rehabilitation  for  at  least  2  years 
after  entrance  Into  the  program,  such  pa¬ 
tients  may  be  permitted  twice  weelcly  visits 
to  the  program  fOT  drug  Ingestion  under  ob¬ 
servation  with  a  3  day  take-home  supply. 
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Prior  to  reducing  the  frequency  of  vlslU. 
dooiunentatlon  of  the  p«tlent*i  progreas  end 
the  need  for  reducing  the  frequency  of  vlelte 
be  recorded.  The  requlremente  end 
echedule  for  when  the  drug  must  be  Ingested 
under  superrlslon  may  be  relaxed  If  the  pa¬ 
tient  has  a  serious  physical  disability  which 
would  prerent  frequent  visits  to  the  program 
faculty.  The  Food  and  Drug  Administration 
and  the  State  authority  shall  be  notified  of 
such  oases.  Additional  medication  may  also 
be  provided  In  exceptional  circumstances 
such  as  acute  Ulness,  family  crises,  or  neces¬ 
sary  travel  when  hardship  would  result  from 
requiring  the  customary  observed  medication 
Intake  few  the  specific  i>erlod.  In  such  cir¬ 
cumstances  the  reasons  for  providing  addi¬ 
tional  medication  wUl  be  recorded  In  the 
clinical  reemd.  In  circumstances  of  severe  Ill¬ 
ness,  Infirmity  or  physical  dlsabUlty,  an  au¬ 
thorized  Individual  (e.g.,  a  licensed  practi¬ 
tioner)  may  deliver  or  obtain  the  medication. 

B.  In  maintenance  treatment,  a  urinaly¬ 
sis  wUl  be  performed  randomly  at  least 
weekly  for  morphine  and  monthly  for  metha¬ 
done,  barbiturates,  amphetamines,  and  other 
drugs  If  Indicated.  Those  patients  receiving 
their  doses  of  the  drug  from  medication  units 
wUl  also  adhere  to  this  schedule.  The  urine 
shaU  be  coUected  In  a  manner  which  mini¬ 
mizes  falsification  of  the  samples.  The  rell- 
abUlty  of  this  coUectlon  procedure  shaU  be 
demonstrated.  Laboratories  used  for  urine 
testing  shall  participate  In  and  be  approved 
by  any  proficiency  testing  program  desig¬ 
nated  by  the  Food  and  Drug  Administration. 
Any  changes  In  laboratories  used  for  urine 
testing  shall  have  prior  approval  of  the 
Food  and  Drug  Administration. 

C.  An  adequate  clinical  record  will  be 
maintained  each  patient.  The  record  will 
contain  a  copy  of  the  signed  consent  form(B), 
the  date  of  each  visit,  the  amount  of  metha¬ 
done  administered  or  dispensed,  the  results 
of  each  urinalysis,  a  detailed  account  of  any 
adverse  reactions,  which  will  also  be  re¬ 
ported  within  2  weeks  to  the  Food  and  Drug 
Administration  on  Form  FD-1039,  "Drug 
Experience  Report**,  any  significant  physical 
or  psychologic  disability,  the  tirpe  of  rehabil¬ 
itative  and  counseling  efforts  employed,  an 
account  of  the  patlent*8  progress,  and  other 
relevant  aspects  of  the  treatment  program. 
For  recordkeeping  purposes,  if  a  patient 
misses  ^polntments  for  2  weeks  or  mon 
without  notifying  the  program,  the  episode 
of  care  Is  considered  terminated  and  so  noted 
In  the  clinical  record.  This  does  not  mean 
that  the  patient  cannot  return  for  care.  If 
the  patient  does  return  for  care  and  Is  ac¬ 
cepted  Into  the  program,  this  Is  considered 
a  readmlsslon  and  so  noted  In  the  clinical 
record.  This  method  of  recordkeeping  helps 
assure  the  easy  detection  of  spcutuUc  attend¬ 
ance  and  decreases  the  possibility  of  admin¬ 
istering  inapprc^rlate  doses  of  methadone 
(e^i.,  the  patient  who  has  received  no  medica¬ 
tion  for  several  days  or  more  and  upon  return 
receives  the  usual  stabilization  dose).  An 
annual  evaluation  of  the  patlent*s  progress 
will  be  recorded  In  the  clinical  record. 

D.  All  patients  In  maintenance  treatment 
will  he  given  careful  consideration  for  dis¬ 
continuance  of  methadone,  especially  after 
reaching  a  10-20  milligram  dosage  level.  So¬ 
cial  rehabilitation  shall  have  been  main¬ 
tained  for  a  reasonable  period  of  time.  Pa¬ 
tients  should  be  encouraged  to  pursue  the 
goal  of  eventual  withdrawal  from  methadone 
and  becoming  cmnpletely  drug-free.  Upon 
successfully  reaching  a  drug-free  state  the 
patient  should  be  retained  in  the  program 
for  as  long  as  necessary  to  assure  stability  In 
the  drug-free  state,  with  the  frequency  of 
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his  required  visits  adjusted  at  the  discretion 
of  the  director.  Maintenance  treatment  using 
methadone  shall  be  discontinued  within  2 
years  after  such  treatment  Is  begun  unless, 
based  upon  clinical  Judgment  recorded  In  the 
clinical  record  for  ^e  patient,  the  patlent*8 
status  Indicates  that  such  treatment  should 
be  continued  for  a  longer  period  of  time.  Any 
patient  continued  on  methadone  for  longer 
than  2  years  shall  be  subject  to  periodic  re¬ 
consideration  for  discontinuance  of  such 
treatment. 

X.  To  prevent  diversion  Into  Illicit  chan¬ 
nels,  adeqaute  security  shall  be  maintained 
over  stocks  of  methadone  and  over  the  man¬ 
ner  In  which  It  Is  distributed,  as  required 
by  the  Drug  Enforcement  Administration, 
Department  of  Justice. 

XI.  Accurate  records  traceable  to  patients 
shall  be  maintained  showing  dates,  quan¬ 
tity,  and  batch  or  code  marks  of  the  drug 
used.  These  records  shall  be  retained  for  a 
period  of  3  years. 

xn.  The  program  director  may  establish 
geographically  dispersed  medication  units 
of  reasonable  size  for  administering  and  dis¬ 
pensing  medication  to  patients  stabilized  at 
their  optimal  dosage  level.  *rhe  approval  of 
such  units  for  any  geographic  area  shall  be 
based  upon  the  number  and  distribution  of 
such  units  within  the  area.  No  more  than  80 
patients  shall  be  under  care  at  a  medication 
unit  at  any  one  time.  These  units  shall  be 
responsible  only  for  administering  and  dis¬ 
pensing  medication.  Private  practitioners  and 
community  pharmacies  may  serve  as  medi¬ 
cation  units.  Only  after  patients  have  been 
stabilized  at  their  optimal  Initial  dosage  level 
may  they  be  referred  to  a  medication  unit. 
Subsequent  to  such  referral,  the  program  di¬ 
rector  shall  retain  continuing  responsibility 
for  the  patlent*s  care  and  the  patient  shall 
be  seen  at  the  primary  program  facility  at 
least  monthly  for  medical  evaluation  and 
ancillary  service.  If  a  private  practitioner 
wishes  to  provide  other  service  In  addition  to 
administering  and  dispensing  medication  and 
collecting  urine  samples,  the  practitioner  Is 
considered  a  program  component  or  a  sep¬ 
arate  program,  depending  upon  the  type  of 
services  provided.  In  such  case  the  restric¬ 
tions  on  the  number  of  patients  served  shall 
be  determined  by  the  staffing  pattern  and  re¬ 
sources  available. 

XTTT.  All  representations  In  this  applica¬ 
tion  are  cturently  accurate,  and  no  changes 
Shall  be  made  In  the  program  until  they  have 
been  approved  by  the  Food  and  Drug  Ad- 
mlnlstratlon  and  the  State  authority. 

XIV.  If  the  program  or  any  Individual 
under  the  program  Is  disapproved,  the  pro¬ 
gram  director  shall  recall  the  methadone 
from  the  disapproved  sources  and  return  the 
drug  to  the  manufacturer  In  a  manner  pre¬ 
scribed  by  the  Drug  Enforcement  Adminis¬ 
tration,  Department  of  Justice. 

XV.  Inspections  of  this  program  may  be 
undertaken  by  the  State  authority,  by  the 
Food  and  Drug  Administration  and  by  the 
Drug  Enforcement  Administration,  Depart¬ 
ment  of  Justice,  In  accordance  with  Federal 
controlled  substances  laws.  The  Identity  of 
patients  will  be  kept  confidential  except 
when  It  Is  necessary  to  make  follow-up  In¬ 
vestigations  on  adverse  effect  Information 
related  to  use  of  the  drug,  when  the  medical 
welfare  of  the  patient  would  be  threatened 
by  a  failure  to  reveal  such  Information,  or 
when  It  Is  necessary  to  verify  records  relating 
to  approval  of  the  program  or  any  portion 
thereof.  In  all  circumstances  the  provisions 
of  42  CFR  Part  2  shall  be  followed. 

Signature _ 

(Program  sponeor) 


(2)  Medical  responsibitity  statement. 

DsPAarissMT  or  Hzalth,  Education,  and 
Weltaes 

food  and  dsuo  adicinistxation 

Form  FD-363S  Medical  Responsibility  State¬ 
ment  for  Use  of  Methadone  In  a  Treatment 
Program 

(TO  be  completed  by  each  physician  li¬ 
censed  to  dispense  or  administer  methadone 
under  an  approved  program.) 

Date _ 

Name  of  program _ _ _ _ 

Address _ _ _ _ _ _ _ _ 

Tel^hone  number... _ _ _ _ _ ... _ _ 

Medical  Director  for  this  facility  (licensed 
by  law  to  administer  or  dispense  drags  and 
responsible  for  all  medication  administered 
or  dispensed  at  this  facility) . 


Address  of  this  facility _ _ _ ........ 

Telephone  number  of  this  facility _ _ 

L  *rhe  undersigned  agrees  to  assxune  re¬ 
sponsibility  for  the  administration  and  dis¬ 
pensing  of  methadone  under  the  above  Iden¬ 
tified  program  and  to  abide  by  the  required 
standards  for  methadone  detoxification  and 
maintenance  treatment. 

n.  The  name  of  each  patient  treated  at  a 
facility  and  the  frequency  of  visits  shall  be 
registered  with  the  medical  director.  An 
annual  report  Form  FD-2834  "Annual  Re¬ 
port  for  Treatment  Program  Using  Metha¬ 
done**  shall  be  submitted  to  the  program 
sponsor  for  submission  to  the  Food  and  Drug 
Administration.  The  patient  Miall  always  re¬ 
port  to  the  same  facility  unless  prior  approval 
Is  obtained  from  the  medical  director  for 
treatment  at  another  operation. 

III.  The  following  minimal  treatment 
standards  shall  be  followed. 

A.  A  statement  shall  be  given  to  the  ad¬ 
dicts  to  Inform  them  about  the  program.  A 
voluntary  request  and  consent  Form  FD-2e38 
*‘Oonsent  to  Methadone  Treatment**  shall  be 
signed  by  each  patient.  Participation  In  the 
program  shall  be  voluntary. 

B.  The  mere  use  of  a  narcotic  drag,  even  If 
periodic  or  Intermittent,  cannot  be  equated 
with  narcotic  addiction.  Care  shall  be  exer¬ 
cised  In  the  selection  of  patients  to  prevent 
the  poeslbillty  of  admitting  a  person  who  was 
not  first  dependent  upon  heroin  or  other 
morphlne-llke  drugs  at  least  2  years  prior 
to  admission  to  maintenance  treatment.  This 
drug  history  and  evidence  of  current  physi¬ 
ologic  dependence  on  morphlne-llke  drugs 
shall  be  documented.  Evidence  of  physical  de¬ 
pendence  should  be  obtained  by  noting  early 
signs  of  withdrawal  (lacrlmatlon,  rhlnorrhea, 
pupillary  dilation,  and  pUoerectlon)  during 
the  Initial  period  of  abstinence.  Withdrawal 
signs  may  be  observed  during  an  Initial  pe¬ 
riod  of  hospitalization  or  while  the  Individual 
Is  an  outpatient  undergoing  diagnostic  evalu¬ 
ation  (medical  and  personal  history,  physical 
examination,  and  laboratory  studies) .  Loss  of 
appetite  and  Increased  body  temperature, 
pulse  rate,  blood  pressure,  and  respiratory 
rate  are  also  signs  of  withdrawal,  but  their 
detection  may  require  Inpatient  observation. 
It  Is  unlikely  that  an  Individual  would  be 
currently  dependent  on  narcotic  drugs  with¬ 
out  having  a  positive  urine  test  for  one  or 
more  of  these  drags.  Additional  evidence  can 
be  obtained  by  noting  the  presence  of  old  and 
fresh  needle  marks,  and  by  obtaining  ad¬ 
ditional  history  from  relatives  and  friends. 

C.  An  exception  to  the  requirement  for 
evidence  of  current  physiologic  dependence 
on  narcotic  drugs  or  to  the  age  limitations 
will  be  allowed  under  the  following  excep- 
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tlonal  circumstances:  (1)  Methadone  treat¬ 
ment  may  be  Initiated  prior  to  or  within 
1  week  of  release  from  a  stay  of  1  month  or 
longer  In  a  penal  or  chronic  care  Institution 
If  an  Individual  has  a  predetention  history 
of  dependence  upon  heroin  or  other  mor- 
phlne-llke  drugs  at  least  2  years  prior  to 
admission  to  the  Institution,  or  (2)  pregnant 
patients,  regardless  of  age  or  prior  addiction 
history,  but  otherwise  eligible  for  mainte¬ 
nance  treatment,  may  be  placed  on  a  main¬ 
tenance  regimen  If  the  Medical  Director 
certifies  the  pregnancy  and.  In  his  Judgment, 
such  treatment  Is  medically  Justified.  Within 
6  weeks  after  the  termination  of  the  preg¬ 
nancy,  the  physician  shall  enter  an  evalua¬ 
tion  of  the  patient’s  treatment  state  Into  the 
patient's  records  Indicating  whether  the 
patient  should  remain  In  a  maintenance 
program  (h:  be  detoxified.  Justification  for 
any  such  exception  shall  be  noted  on  the 
patient’s  record. 

D.  Patients  between  16  and  18  years  of  age 
who  are  enrolled  and  under  treatment  In  ap¬ 
proved  programs  on  December  15,  1972 
may  continue  In  maintenance  treatment.  No 
new  patients  between  16  and  18  years  of  age 
may  be  admitted  to  a  maintenance  treatment 
after  such  date  unless  a  parent,  legal  guar¬ 
dian,  or  responsible  adult  designated  by  the 
State  authority  completes  and  signs  consent 
form.  Form  FD-2635,  “Consent  to  Methadone 
Treatment”.  Methadone  treatment  of  new 
patients  between  ages  16  and  18  years  of  age 
will  be  permitted  after  such  date  only  with 
a  documented  history  of  two  or  more  unsuc¬ 
cessful  attempts  at  detoxification  and  a 
documented  history  of  dependence  on  heroin 
or  other  morphlne-llke  drugs  beginning  2 
years  or  more  prior  to  application  for  treat¬ 
ment.  No  patient  under  age  16  may  be  con¬ 
tinued  or  started  on  methadone  treatment 
after  such  date,  but  these  patients  may  be 
detoxified  and  retained  In  the  program  In  a 
drug-free  state  for  follow-up  and  aftercare. 
Patients  under  age  18  who  are  not  placed  In 
maintenance  treatment  may  be  detoxified. 
Detoxification  may  not  exceed  3  weeks.  A  re¬ 
peat  episode  of  detoxification  may  not  be 
Initiate  until  4  weeks  after  the  completion 
of  the  previous  detoxification. 

IV.  An  admission  evaluation  and  record 
shall  be  made  and  maintained  for  each 
patient  upon  admission  to  the  program.  This 
evaluation  and  record  shall  consist  of  a 
personal  history,  a  medical  history,  and  a 
physical  examination,  and  any  laboratory 
or  other  special  examinations  as  Indicated 
In  the  Judgment  of  the  attending  physician. 
(It  Is  recommended  that  a  complete  blood 
coimt,  liver  function  tests,  and  a  serologic 
test  for  lues  be  part  of  the  admission  evalua¬ 
tion.) 

A.  A  personal  history  record  will  Include 
at  least  age.  sex,  educational  level,  employ¬ 
ment  history,  criminal  history,  past  hlsto^ 
of  drug  abuse  of  all  types,  and  prior  treat¬ 
ment  for  drug  abuse. 

B.  Medical  history.  A  thorough  medical 
history  record  will  be  completed  for  each 
patient  accepted  for  admission. 

O.  Physical  examlilatlon.  The  findings  of 
a  comprehensive  physical  examination  will 
be  recorded. 

V.  I  understand  that  there  Is  a  danger  of 
drug  dependent  persons  attempting  to  enroll 
In  more  than  one  methadone  treatment  pro¬ 
gram  to  obtain  quantities  of  methadone 
either  for  the  purpose  of  self-administration 
or  Illicit  marketing.  To  prevent  such  mxiltiple 
enrollments,  I  will  participate  In  whatever 
local,  regional,  or  national  patient  Identifi¬ 
cation  system  that  exists  and  I  state  my  In¬ 
tention  to  participate  In  any  system  that  may 
be  developed  and  approved  by  the  Food  and 
Drug  Administration  unless  I  notify  the 
Food  and  Drug  Administration,  In  writing, 
to  the  contrary.  I  understand  failure  to  par¬ 
ticipate  may  cause  revocation  of  approval 


of  my  application.  Except  In  an  emergency 
situation,  methadone  will  not  ba  provided 
to  a  patient  who  Is  known  to  be  ourrently 
receiving  the  drug  from  another  treatment 
program  using  methadone.  Except  as  pro¬ 
vided  In  Item  XI  of  this  form.  Information 
that  could  Identify  the  patient  will  be  kept 
confidential  In  compliance  with  42  CFR 
Part  2. 

VI.  The  following  minimal  procedures  will 
be  used  for  ongoing  care. 

A.  Dosage  and  administration  for  detoxi¬ 
fication  and  maintenance  treatment: 

1.  Methadone  will  be  administered  or  dis¬ 
pensed  In  orM  form  only  when  used  In  a 
treatment  program.  Hospitalized  patients 
under  care  for  a  medical  or  surgical  condi¬ 
tion  are  permitted  to  receive  methadone  In 
parenteral  form,  when  In  the  attending 
physician’s  professional  Judgment  It  Is 
deemed  advisable.  Although  tablet,  syrup 
concentrate,  or  other  formulations  are  per¬ 
mitted  to  be  distributed  to  the  program,  all 
oral  medication  shall  be  administered  or  dis¬ 
pensed  In  a  liquid  formulation.  The  dosage 
shall  be  formulated  In  such  a  way  as  to 
raduoe  Its  potential  for  parenteral  abuse  and 
accidental  Ingestion,  and  packaged  for  out- 
patlent  use  In  special  packaging  as  required 
by  16  CFR  1700.14.  Any  take-out  medication 
shall  be  labeled  with  the  treatment  center’s 
name,  address  and  telephone  number.  Ex¬ 
ceptions  may  be  granted  when  any  of  the 
provisions  of  this  subsection  are  In  conflict 
with  State  law  with  regard  to  the  adminis¬ 
tering  or  dispensing  of  drugs. 

3.  In  detoxlflcatlon,  the  patient  may  be 
placed  on  a  substitutive  methadone  admin¬ 
istration  schedule  when  there  are  significant 
symptoms  of  withdrawal.  The  dosage  sched¬ 
ules  Indloated  below  are  recommended  but 
may  be  varied  depending  upon  clinical  Judg¬ 
ment.  Initially,  a  single  oral  dose  of  18-90 
milligrams  of  methadone  will  often  be  sufll- 
dent  to  suppress  withdrawal  symptoms.  Ad¬ 
ditional  methadone  may  be  provided  If  with¬ 
drawal  symptoms  are  not  suppressed  or 
whenever  symptoms  reappear.  When  patients 
are  physically  dependent  on  high  doses  ot 
methadone.  It  may  be  necessary  to  exceed 
these  levels.  40  milligrams  per  day  In  single 
or  divided  doses  will  usually  constitute  an 
adequate  stabilizing  doee  level.  Stabilization 
can  be  continued  for  2  to  8  days  and  then  ths 
amount  of  methadone  will  normally  be  grad¬ 
ually  decreased.  The  rate  at  which  methadone 
Is  decreased  will  be  determined  separately 
for  each  patient.  The  dose  of  methadone  can 
be  decreased  on  a  dally  basis  or  In  3  day 
Intervals,  but  the  amount  of  Intake  shall 
always  be  sufficient  to  keep  withdrawal  symp¬ 
toms  at  a  tolerable  level.  In  hospitalized 
patients  a  dally  reduction  of  20  percent  of 
the  total  dally  dose  usually  will  be  tolerated 
and  will  cause  little  discomfort.  In  ambula¬ 
tory  patients,  a  somewhat  slower  schedule 
may  be  needed.  If  methadone  Is  administered 
for  more  than  8  weeks,  the  procedure  Is  con¬ 
sidered  to  have  progressed  from  detoxlflca¬ 
tlon  or  treatment  of  the  acute  withdrawal 
syndrome  to  maintenance  treatment,  even 
though  the  goal  and  Intent  may  be  eventual 
total  withdrawal. 

8.  In  maintenance  treatment  the  Initial 
dosage  of  methadone  should  control  the  ab¬ 
stinence  symptoms  that  follow  withdrawal 
of  narcotic  drugs  but  should  not  be  so  great 
as  to  cause  sedation,  respiratory  depression, 
or  other  effects  of  acute  Intoxlflcatlon.  It  Is 
Important  that  the  Initial  dosage  be  adjusted 
on  an  Individual  basis  to  the  narcotic  toler¬ 
ance  of  the  new  patient.  If  such  a  patient 
has  been  a  heavy  \iser  of  heroin  up  to  tbs 
day  of  admlstion,  he  may  be  given  20  milli¬ 
grams  orally  for  the  first  dose  and  anothei 
30  milligrams  4  to  8  hours  later,  or  40  mUll- 
grams  In  a  single  oral  dose.  If  he  enters  treat¬ 
ment  with  little  or  no  narcotic  tolerance 
(e.g..  If  he  has  recently  been  released  from 


Jail  or  other  confinement) .  the  Initial  dosage 
may  be  one-half  these  quantities.  When 
there  Is  any  doubt,  the  smaller  dose  should 
be  used  Initially.  The  patient  should  then  be 
kept  under  observation,  and.  If  symptoms  ot 
abstinence  are  distressing,  additional  10  mil¬ 
ligram  doses  may  be  repeated  as  needed. 
Subsequently,  the  dosage  should  be  adjusted 
Individually,  as  tolerated  and  required,  to  a 
level  of  130  milligrams  dally.  For  dally  dos¬ 
ages  above  100  milligrams  patients  shall  In-  ‘ 
gest  medication  under  observation  6  days 
per  week.  These  patients  will  be  allowed 
take-home  medication  for  1  day  per 
week  only.  Those  patients  In  treatment  on 
December  IS,  1972  who  are  receiving  a  take- 
home  dose  of  more  than  100  milligrams  per 
day  shall  have  their  dosage  level  reduced  to 
100  mlUlgrams  per  day  or  less  by  June  18, 
1078.  A  dally  dose  of  130  milligrams  or 
more  shall  be  Justified  In  the  medical  rec¬ 
ord.  For  dally  dosages  above  130  mlUlgrams 
or,  beginning  June  13,  1978,  for  take-home 
doses  above  100  mUllgrams  per  day,  prior 
approval  shaU  be  obtained  from  the  Food 
and  Drug  Administration  and  the  State  au-. 
thorlty.  A  regular  review  of  dosage  level 
should  be  made  by  the  responsible  physician 
vrlth  careful  consideration  given  for  reduc¬ 
tion  of  dosage  as  Indicated  on  an  Individual 
basis.  A  new  dosage  level  Is  only  a  test  level 
untU  stabUlty  Is  achieved. 

4.  Caution  ShaU  be  taken  In  the  mainte¬ 
nance  treatment  of  pregnant  patients.  Dos¬ 
age  levels  ShaU  be  maintained  as  low  as  pos¬ 
sible  If  continued  methadone  treatment  Is 
deemed  necessary.  It  Is  ths  req>onslbUlty  ot 
ths  program  sponsor  to  assure  that  each  fe¬ 
male  patient  is  fuUy  Informed  concerning 
the  possible  risks  to  a  pregnant  woman  or 
her  unborn  chUd  from  the  use  of  methadone. 

8.  Methadone  wUl  be  administered  or  dis¬ 
pensed  by  a  practitioner  Ucenssd  or  registered 
under  appropriate  State  or  Federal  law  to 
order  narootlo  drugs  for  patients  or  by  an 
agent  of  the  practitioner,  supervised  by  and 
pursuant  to  the  order  of  the  practitioner. 
This  agent  may  only  be  a  pharmacist,  reg¬ 
istered  nurse,  or  licensed  practical  nurse  de¬ 
pending  upon  the  State  regrUatlons  regard¬ 
ing  narcotic  drug  dlq>enslng  and  administer¬ 
ing  administration.  The  licensed  practitioner 
assumes  req>onslbUlty  for  the  amounts  of 
methadone  administered  or  dlq>enaed  and 
aU  changes  In  dosage  schedule  shall  be  re¬ 
corded  and  signed  by  the  licensed  practi¬ 
tioner. 

6.  For  detoxlflcatlon.  the  drug  Shall  be  ad¬ 
ministered  daUy  under  close  observation.  In 
maintenance  treatment  the  patient  Initially 
wUl  Ingest  the  drug  \mder  the  observation 
daUy,  or  at  least  6  days  a  week,  for  the  first  8 
months.  It  la  recognized  that  diversion  oc¬ 
curs  prlmarUy  when  patients  take  medica¬ 
tion  from  the  clinic  for  self-admlnlstralorL  It 
la  also  recognised,  however,  that  daUy  at¬ 
tendance  at  a  program  faculty  may  be  In¬ 
compatible  with  gtdnful  employment,  edu¬ 
cation,  and  req>onslble  homemaking.  After 
demonstrating  satisfactory  adherence  to  ths 
program  regulations  for  at  least  8  months 
and  showing  substantial  progress  in  rehabU- 
Itatlon  by  participating  actively  In  the  pro¬ 
gram  activities  and/or  by  participation  In 
educational,  vocational,  and  homemaking  ac¬ 
tivities,  those  patients  whose  employment, 
education  or  homemaking  r«q>onslbUltlea 
would  be  hindered  by  daUy  attendance  may 
be  permitted  to  reduce  to  three  times  weekly 
the  times  when  they  must  Ingest  the  drug 
under  observation.  They  shall  receive  no 
maro  than  a  2-day  take-home  supply.  With 
oontlniUng  adherence  to  the  program’s  re¬ 
quirements  and  progressive  rehabUltatlon 
for  at  least  3  yesus  after  entrance  Into  the 
program,  such  patients  may  be  permitted 
twice  weekly  visits  to  the  program  for  drug 
Ingestion  under  observation  with  a  S-day 
take-home  supply.  Prlcw  to  reducing  the  tre- 
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qtwdoy  of  Tlsita,  doeumontatlon  of  tb«  p»- 
tloatl  ycogrei  ond  tbo  need  for  reduelnc  tiM 
freqtienoy  of  vlslta  aheU  be  recorded.  TIm 
requlremente  and  aohedule  for  when  tbe  drug 
must  be  Ingested  under  euperrlalon  may  be 
relaxed  If  tbe  patlwit  has  a  eerloue  pbyiAoal 
disability  which  would  prerent  frequent  vie* 

Ita  to  the  program  facility.  The  Food  and 
Drug  Admlnletratlon  and  the  State  authority 
eh»ii  be  notified  of  such  cases.  Additional 
medication  may  also  be  provided  In  excep¬ 
tional  elroumstanoes  such  as  acute  Ulnesa, 
family  crises,  or  necessary  travel  when  hard¬ 
ship  wotdd  result  from  requiring  the  custom¬ 
ary  observed  medication  Intake  for  the  spe- 
dfio  period.  In  such  drcumstaiaoes  the  rea¬ 
sons  for  providing  additional  medication  will 
be  recorded  In  tbe  clinical  record.  In  olrcum- 
stanoes  of  severe  Illness,  Infirmity  or  physical 
disability,  an  authorized  Individual  (e.g.,  a 
licensed  practitioner)  may  deliver  or  obtain 
the  medication. 

B.  In  maintenance  treatment,  a  urlnalysts 
wUl  be  performed  randomly  at  least  weekly 
for  morphine  and  monthly  for  methadone, 
barbiturates,  amphetamines,  and  other  drugs 
If  Indicated.  Those  patients  receiving  their 
doses  of  the  drug  from  medication  units  will 
also  adhere  to  this  scfiiedule.  The  urine  shall 
be  ooUected  In  a  manner  which  minimizes 
falsification  of  the  samples.  The  reliability 
of  this  collection  procedure  shall  be  demon¬ 
strated.  liaboratorles  used  for  testing  must 
participate  In  and  be  approved  by  any  profi¬ 
ciency  testing  program  designated  by  the 
Food  and  Drug  Administration.  Any  changes 
made  In  laboratories  used  for  urine  testing 
shall  have  prior  ^>proTal  of  tiie  Food  and 
Drug  Administration. 

O.  An  adeqiute  tilnlcal  record  will  be 
maintained  tor  each  patient.  The  record  will 
contain  a  copy  of  the  signed  consent  form(s) . 
the  date  of  each  visit,  the  amount  of  metha¬ 
done  administered  or  dlq>ensed,  the  results 
of  each  urinalysis,  a  detailed  account  of  any 
adverse  reactions,  which  will  also  be  reported 
within  a  weeks  to  the  Food  and  Drug  Admin¬ 
istration  on  Form  FD-1639.  “Drug  bperlenoe 
RejKjrt,**  any  significant  physical  at  psycho¬ 
logic  disability,  the  type  of  r^abllltatlve  and 
coiinsellng  efforts  employed,  an  account  of 
the  patient’s  progress,  and  other  relevant  as- 
l>ects  of  the  treatment  program.  For  rec<»d- 
keeplng  purposes,  if  a  patient  misses  iqjpotnt- 
ments  for  3  weeks  or  mote  without  notifying 
the  program,  the  episode  of  care  Is  considered 
terminated  and  so  noted  In  the  clinical  rec¬ 
ord.  *11118  does  not  mean  that  the  patient 
cannot  return  ter  care.  If  the  patient  does 
return  for  care  and  la  accepted  Into  the  pro¬ 
gram,  this  Is  considered  a  readmlaslon  and 
so  noted  In  the  clinical  record.  This  method 
of  recordkeeping  helps  assure  the  easy  de¬ 
tection  of  sporadic  attendance  and  decreases 
tbe  possibility  of  administering  Inappropri¬ 
ate  doses  of  methadone  (e^;.,  the  patient 
wito  has  received  no  medication  for  several 
days  or  more  and  tipon  return  receives  the 
usual  stabilization  dose).  An  annual  evalu¬ 
ation  of  the  patient’s  progress  will  be  re¬ 
corded  In  tbe  clinical  record. 

D.  All  patients  In  maintenance  treatment 
vrlU  be  given  careful  consideration  for  dis¬ 
continuance  of  methadone  especially  after 
reaching  a  10  to  30  milligrams  dosage  level. 
Social  rehabilitation  shall  have  been  main¬ 
tained  for  a  reasonable  period  of  time.  Pa¬ 
tients  should  be  encouraged  to  pursue  the 
go€d  of  eventual  withdrawal  from  methadone 
becoming  completely  diug-lree.  Upon 
successfully  reaching  a  drug-free  state  the 
patient  should  be  retained  In  the  program 
for  as  long  as  necessary  to  assure  stablltty 
In  the  drug-free  state,  with  the  frequency  of 
his  required  visits  adjusted  at  the  discretion 
of  the  director.  Maintenance  treatment  using 


methadone  Shall  be  discontinued  within  3 
years  after  such  treatment  Is  bsgxm  unless, 
based  upon  cUnloal  Judgment  recorded  In 
the  clinical  record  for  the  patient,  tbe  pa¬ 
tient’s  status  Indicates  that  such  treatment 
should  be  continued  for  a  longer  period  of 
time.  Any  patient  continued  on  methadone 
for  longer  than  3  years  shall  be  subject  to 
periodic  reconsideration  for  discontinuance 
of  such  treatment. 

vn.  To  prevent  diversion  Into  llUclt  chan¬ 
nels.  adequate  security  Mudl  be  maintained 
over  stocks  of  methadone  and  over  the  man¬ 
ner  In  which  It  Is  distributed,  as  required  by 
tbe  Drug  Enforcement  Administration,  De¬ 
partment  of  Justice. 

vm.  ’The  program  director  may  establish 
geogriq>hloaUy  dlq>ersed  medication  tinlts  of 
reasonable  size  for  administering  and  dis¬ 
pensing  medication  to  patients  stabilized  at 
their  optimal  dosage  level.  The  iq)proval  of 
such  units  for  any  geographic  area  shall  be 
based  upon  the  niunber  and  distribution  of 
such  units  within  tbe  area.  No  more  than 
80  patients  shall  be  under  cate  at  a  medica¬ 
tion  unit  at  any  one  time.  ’These  units  ■bail 
be  re^Kmslble  only  for  administering  and 
dispensing  medication.  Private  practitioners 
and  community  pharmaclas  may  serve  as 
medication  units.  Only  after  patients  have 
been  stabilised  at  their  optimal  Initial  dosage 
level  may  they  be  referred  to  a  medication 
unit.  Subsequent  to  such  referral,  the  pro¬ 
gram  director  shaU  retain  continuing  re¬ 
sponsibility  for  the  patient’s  care  and  the 
patient  shall  be  seen  at  the  primary  program 
facility  at  least  monthly  for  medical  evalua¬ 
tion  and  ancillary  servloe.  If  a  private  practi¬ 
tioner  wishes  to  provide  other  servloe  In 
addition  to  administering  and  dispensing 
medication  and  collecting  urine  samples,  the 
practitioner  Is  considered  a  program  oompo- 
nent  or  a  separate  program,  depending  upon 
the  type  of  services  provided.  In  such  case 
the  restrictions  on  the  number  of  patients 
served  shall  be  determined  by  the  staffing 
pattern  and  resources  available. 

IX.  All  representations  In  this  application 
are  currently  accurate,  and  no  ohan^  shaU 
be  made  In  the  program  until  they  have  been 
approved  by  the  Food  and  Drug  Administra¬ 
tion  and  the  State  authority. 

X.  If  the  program  or  any  Individual  under 
the  program  Is  dls^proved.  the  program  di¬ 
rector  shall  recall  the  methadone  from  the 
disapproved  sources  and  return  the  drug  to 
the  manuf actTirer  In  a  manner  prescribed  by 
the  Drug  Enforcement  Administration,  De¬ 
partment  of  Justice. 

XL  Inspections  of  this  program  may  be 
undertaken  by  tbe  State  authority,  by  the 
Food  and  Drug  Administration  and  by  the 
Drug  Enforcement  Administration.  Depart¬ 
ment  of  Justice,  In  accordance  with  Federal 
controlled  substances  laws.  ’The  Identity  of 
patients  will  be  kept  confidential  except 
when  It  is  necessary  to  make  follow-up  In¬ 
vestigations  on  adverse  effect  Information 
related  to  use  of  the  drug,  when  the  medical 
welfare  of  the  patient  would  be  threatened 
by  a  failure  to  reveal  such  Information,  or 
when  It  Is  necessary  to  verify  records  relat¬ 
ing  to  iqjproval  of  tbe  program  or  any  por¬ 
tion  thereof.  In  all  clrctunstances  the  provi¬ 
sions  of  42  CFR  Part  3  shall  be  followed. 

Signature: _ _ _ - 

(3)  Annual  report  form. 

DKPAZmXMT  or  HKA1.TB.  EDUCATION,  AND 

Weltakk 

rOOD  AND  DXUO  ADIUNISTBATION 

Form  FD-2634  Annual  Report  for  ’treatment 
Program  Using  Methadone 

*11118  form  shall  be  cmnpletad  In  triplicate 
by  the  program  sponsor  for  each  calendar 
year. 


One  copy  Is  to  be  sent  to  the  Food  and 
Drug  Admlnlstratldn  \nd  one  copy  to  the 
State  authority  on  or  before  January  SO. 

I.  Name  or  other  Identification  of  program 


Address 


n.  ’Total  ’Treatment  Capacity _ 

m.  Amount  of  methadone  dispensed  (In 
grams)  during  the  year: _ 

IV.  Number  of  Individuals  who  applied 

to  the  program  but  were  not  admitted  or 
given  admission  evaluation _ _ 

V.  Number  of  Individuals  who  were  pro¬ 

vided  only  detoxification  one  or  more 
times _ _ _ _ 

VI.  Census  of  patients  provided  metha¬ 
done  maintenance  treatment _ _ 

A.  Number  under  care  at  tbe  beginning  of 

the  year  being  reported _ _ _ 

B.  Of  those  In  treatment  at  the  beginning 
of  the  year: 

1.  Number  continuously  under  care 
through  tbe  year  being  reported  (still  under 

oars) _ _ 

S.  Number  discharged  or  transferred  to 
other  types  of  programs  and  not  re¬ 
admitted  _ _ 

8.  Number  dlseharged  or  transferred  to 
other  types  of  programs  and  readmitted 
(still  under  care)  _ _ 

4.  Number  discharged  and  readmitted  (no 

longer  under  care) _ _ 

O.  Number  admitted  to  care  during  year 
.. — ,  not  previously  treated  In  this  program: 

1.  Number  still  under  care  at  the  end 
of  the  year _ _ 

3.  Number  discharged  or  transferred  to 
other  types  of  programs  and  not  readmitted 

5.  Number  discharged  or  transferred  to 

other  types  of  programs  and  readmitted  (still 
under  care)  _ _ 

4.  Number  discharged  and  readmitted  (no 

longer  under  care)  _ _ 

D.  Niunber  admitted  to  care  during  the 
year _ _  previously  treated  In  this  pro¬ 

gram  prior  to  the  part  year: 

1.  Number  still  under  care  at  the  end  of 
the  year _ _ _ _ 

3.  Number  discharged  or  transferred  to 
other  types  of  programs  and  not  readmitted 

5.  Number  discharged  and  transferred  to 

other  types  of  prognuns  and  readmitted  (still 
under  care) _ _ _ _ _ _ 

4.  Number  discharged  and  readmitted  (no 

longer  under  care)  _ — . 

vn.  Demographic  and  treatment  charac¬ 
teristics  of  patients  under  care  at  the  end 
of  the  year  being  reported: 

A.  By  age  and  sex: 


Age  *10181  Male  Female 


Under  It. 

14-16 _ 

16-17 _ 

18-20 _ 


ao-ts. 

46+. 


B.  For  the  year  being  reported,  give  the 
number  of  patients  wto  have  been  under 
continuous  care  for  the  following  periods  of 
time: 

Under  8  months - 

8  months  to  1  year - 

1  to  3  years - 

3  to  5  years - 

Over  6  years _ 

O.  Total  number  of  Individuals  treated  to 
date  _ 
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D.  For  th«  yMT  b«lng  reporte4,  give  the 
number  of  petleate  eteblUced  at  each  dosage 
level: 

Wvmher 

Dattv  do$a§«.  mgm.  of  patients 

Under  80 _  _ _ _ 

ao-«t _  _ 

40-B8 . . 

«0-7» _  _ 

80-00  _ _  _ 

100-110 _ _ _  _ 

Over  130 _ _  _ _ .... 

K.  For  the  year  being  reported,  give  the 
number  of  patients  seen  In  the  paM  8  weeks 
who  have  fallen  In  the  following  eategorles: 
No  positive  urinalysis  for  morphine  for 

a  months  or  more _ _ _ _ — . 

Occasional  positive  xirlnalysls  tor  mor¬ 
phine  (monthly  or  less) _ _ _ _ _ _ 

Frequent  positive  urinalysis  for  morphine 

(more  than  once  per  month) _ _ _ ... 

In  program  for  leas  than  a  months _ _ _ 

For  the  year  being  reported,  give  the  num¬ 
ber  of  patients  treated  who  were  pregnant 


vm.  Olve  the  number  of  patients  having 
significant  adverse  reactions,  particularly  re¬ 
actions  related  to  hematopoietic,  oardlovas- 
oular.  endocrine,  neurologic,  and  immuno- 
logleal  functions  (attach  a  ocunpleted  copy 
of  Form  FD-16S8.  "Drug  Experience  Report." 
for  each  Incident  not  previously  reported  to 
the  Food  and  Drug  Administration): 

Type  of  reaction  Number  of  patiente 


IX.  Olve  the  number  of  patients  who  have 
died  while  under  methadone  care  (attach 
a  completed  copy  of  Form  FD-1889.  "Drug 
Experience  Report",  for  each  Incident  not 
previously  reported  to  the  Food  and  Drug 
Administration) : 

A.  Definitely  meth-  Number  of  patiente 

adone-related _  _ .......... 

B.  Not  methadone- 

related  _  _ _ ...... _ _ 

Signature  _ 

(Program  qransor) 

(4)  Patient  consent  form. 

DxPAXTUxirr  or  Hsaltr.  Education,  and 

WXLTAXa 

rOOD  AND  DBUO  AOMINISTHATION 

Form  FD-a63S  Consent  for  Methadone 
Treatment 

Patient _ Date _ _ 

Name  of  practitioner  explaining  proce¬ 
dures  _ _ _ 

(Provisions  of  this  consent  form  may  be 
modified  to  conform  to  any  applicable  State 
Uw.) 

Z  hereby  authorise  and  give  my  voluntary 

consent  to  Dr. _ 

(Program  medical  director) 
and/or  any  appropriately  authorized  assist¬ 
ants  he  may  select,  to  administer  or  prescribe 
the  drug  methadone  as  an  element  In  the 
treatment  for  my  dependence  on  heroin  or 
other  narcotic  drugs. 

The  procedures  necessary  to  treat  my  con¬ 
dition  have  been  explained  to  me  and  I 
understand  that  It  will  Involve  my  taking 
dally  dosages  of  methadone,  or  other  drugs, 
which  wUl  help  control  my  dependence  on 
heroin  or  other  narcotic  drugs. 

It  has  been  explained  to  me  that  metha¬ 
done  Is  a  narcotic  drug  which  can  be  harm¬ 
ful  If  taken  without  medical  supervision.  X 
further  understand  that  methadone  Is  an 
addictive  medication  and  may.  like  other 
drugs  used  In  medical  practice,  produce  ad¬ 
verse  results.  Hie  alternative  methods  of 


treatment,  the  possible  risks  Involved,  and 
the  possibilities  of  complications  have  been 
explained  to  me,  but  Z  still  desire  to  receive 
methadone  due  to  the  risk  of  my  return  to 
the  use  of  heroin  or  other  drugs. 

The  goal  of  methadone  treatment  Is  total 
rehabilitation  of  the  patient.  Eventual  with¬ 
drawal  from  the  use  of  all  drugs.  Including 
methadone.  Is  an  appropriate  treatment  goal. 
I  realize  that  for  some  patients  methsdone 
treatment  may  continue  for  relatively  long 
periods  of  time  but  that  perlodlo  oonslder- 
atlon  shall  be  given  conoernlng  my  oom- 
plete  withdrawal  from  methadone  use. 

Z  understand  that  I  may  withdraw  from 
this  treatment  program  and  discontinue  the 
use  of  the  drug  at  any  time  and  I  shall 
be  afforded  detoxification  under  medical 
supervision. 

I  agree  that  I  Shall  Inform  any  doctor  who 
may  treat  me  for  any  medical  problem  that 
I  am  enrolled  In  a  methadone  treatment  pro¬ 
gram,  since  the  use  of  other  drugs  In  oon- 
Junctlon  with  methadone  may  cause  me 
harm. 

I  also  understand  that  during  the  course 
of  treatment,  certain  conditions  may  make 
It  necessary  to  use  additional  or  different 
procedures  than  those  explained  to  me.  Z 
tmderstand  that  these  alternate  procedures 
Shall  be  used  when  In  the  ITogram  or  Med¬ 
ical  Dlrector'a  professional  Judgment  It  Is 
considered  advisable. 


(For  female  patients  of  child-bearing  age) 

To  the  best  of  my  knowledge,  I  (am/am 
not)  pregnant  at  this  time. 

Besides  the  possible  risks  Involved  with 
the  long-term  use  of  methadone,  Z  further 
understand  that,  like  herein  and  other  nar- 
cotlo  drugs.  Information  on  Its  effects  on 
pregnant  women  and  on  their  unborn  chil¬ 
dren  Is  at  present  Inadeqiiate  to  guarantee 
that  It  may  not  produce  significant  or  seri¬ 
ous  side  effects. 

It  has  been  explained  to  me  and  Z  under¬ 
stand  that  methadone  la  transmitted  to  the 
unborn  child  and  will  cause  physical  de¬ 
pendence.  Thus,  If  I  am  pregnant  and  sud¬ 
denly  stop  taking  methadone,  Z  or  the  un¬ 
born  child  nuty  show  signs  of  withdrawal 
which  may  adversely  affect  my  pregnancy  cr 
the  child.  I  shall  use  no  other  drugs  with¬ 
out  the  medloal  director  or  his  assistants’  ap¬ 
proval,  since  these  drugs,  particularly  as  they 
might  Interact  with  methadone,  may  harm 
me  or  my  unborn  child.  I  shall  Inform  any 
other  doctor  who  sees  me  during  my  present 
or  any  future  pregnancy  or  who  sees  the  child 
after  birth,  of  my  exurent  or  past  participa¬ 
tion  In  a  methadone  treatment  program  In 
order  that  he  may  properly  care  for  my  child 
and  ms. 

It  has  been  explained  to  me  that  after  the 
birth  at  my  child  I  should  not  nurse  the  baby 
because  methadone  Is  transmitted  through 
the  milk  to  the  baby  and  this  noay  cause 
physical  dependence  on  methadone  In  the 
child. 'l  understand  that  for  a  brief  period 
following  birth,  the  child  nuty  show- tempo¬ 
rary  Irritability  or  other  111  effects  due  to  my 
xise  of  methadone.  It  Is  essential  for  the 
child’s  physician  to  know  of  my  participation 
In  a  methadone  treatment  program  so  that 
he  may  provide  appropriate  medical  treat¬ 
ment  for  the  child. 

All  the  above  possible  effects  of  methadone 
have  been  fully  explained  to  me  and  I  xm- 
derstand  that  at  present,  there  have  not 
been  enough  studies  conducted  on  the  long 
term .  xise  of  the  drug  to  assxire  complete 
safety  to  my  child.  With  fxill  knowledge  of 
this,  Z  consent  to  Its  xise  and  promise  to  In¬ 
form  the  Medical  I>irector  or  one  of  his 
assistants  Immediately  If  I  become  pregnant 
In  the  futxire. 


(For  patients  xmder  18  years  of  age) 


The  patient  Is  a  minor,  _ _ 

years  of  age,  bom, _ _ 

The  risks  of  the  xise  of  methadone  have  been 
explained  to  (me/xis)  axul  (I/we)  xmder- 
stand  that  methadone  Is  a  drug  on  which 
long-term  stxidles  are  still  being  conducted 
and  that  Information  on  Its  effects  In  ado¬ 
lescents  Is  Incomplete.  It  has  been  explained 
to  (me/us)  that  methadone  Is  being  used  In 
the  minor’s  treatment  only  because  the  risk 
of  (his/her)  retxira  to  the  use  of  heroin  Is 
sxUBclently  great  to  Justify  this  treatment. 
(I/We)  declare  that  participation  In  ths 
methadone  treatment  program  Is  wholly  vol¬ 
untary  on  ths  part  of  both  the  (parent(s)/ 
guardian  (s) )  and  the  patient  and  that  meth¬ 
adone  treatment  may  be  stopped  at  any  time 
on  (my/our)  request  or  that  of  the  patient. 
With  fxill  knowledge  of  the  potential  bene¬ 
fits  and  possible  risks  Involved  with  the  xise 
of  methadone  In  the  treatment  of  an  ado¬ 
lescent,  (Z/we)  consent  to  Its  xise  upon  the 
minor,  since  (X/we)  realize  that  otherwise 
(he/she)  shall  continue  to  be  dependent 
upon  heroin  or  other  narcotic  drugs. 


X  certify  that  no  guarantee  or  assurance 
has  been  made  as  to  the  results  that  may 
be  obteUned  from  methadone  treatment. 
With  full  knowledge  of  the  potential  bene¬ 
fits  and  possible  risks  Involved.  I  consent 
to  methadone  treatment,  since  I  realize  that 
X  vrould  otherwise  continue  to  be  dependent 
on  heroin  or  other  narcotic  drxigs. 

I*atlent  _ 

Date  _ _ 

Date  of  birth _ 

I*arsnt(s)  or  guardian (s)  _ 

Relationship  _ _ _ _ _ _ _ _ 

Witness _ 

(5)  Hospital  application. 

Department  or  Health,  Education,  and 
Welfare 

FOOD  AND  DRUG  ADMINISTRATION 

Form  PD-2636  Hospltlal  Request  for  Metha¬ 
done  tar  Detoxification  and  Temporary 

Maintenance  Treatment 

Name  at  hospital _ 

Address _ 

Commissioner. 

Food  and  Drug  Administration, 

Bureau  of  Drugs  (HFD-106) , 

Rockville,  MD  20857. 

Dear  Sir  :  As  hospital  administrator,  I  sub¬ 
mit  this  request  for  approval  to  receive  sup¬ 
plies  of  methadone  to  used  for  detoxifica¬ 
tion  and  maintenance  treatment  In  accord 
with  {  291.505  of  the  new  drug  regulations. 
I  understand  that  the  failure  to  abide  by  the 
requirements  described  below  may  result  in 
revocation  of  approval  to  receive  shipments 
of  methadone,  seizure  of  the  drug  supply  on 
hand,  injunction,  and  criminal  prosecution. 

I.  The  name  of  the  Individual  (pharma¬ 

cist)  responsible  for  receiving  and  securing 
supplies  of  methadone  Is _ 

II.  There  are  a  total  of _ beds  In 

the  hospital. 

III.  A  general  description  of  the  hospital 
and  nature  of  patient  care  undertaken  Is 
attached. 

IV.  The  anticipated  quantity  of  metha¬ 

done  needed  for  narcotic  addict  treatment 
per  year  Is _ (Oms.) . 

V.  Methadone  for  narcotic  addict  treat¬ 
ment  Is  permitted  to  be  administered  or 
dispensed  only  for  detoxification  or  tempo¬ 
rary  treatment  of  hospitalized  patients?  If 
methadone  Is  administered  for  treatment  of 
heroin  dependence  for  more  than  3  weeks, 
the  procedure  passes  from  treatment  of  the 
acute  withdrawal  syndrome  (detoxification) 
to  maintenance  treatment.  Maintenance 
treatment  Is  permitted  to  be  undertaken 
only  by  approved  methadone  programs.  This 
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does  not  preclude  the  maintenance  treat¬ 
ment  of  an  addict  who  Is  hospitalized  for 
treatment  of  medical  conditions  other  than 
addiction  and  who  requires  temporary  main¬ 
tenance  treatment  during  the  critical  period 
of  his  stay  whose  enrollment  In  a  program 
which  has  approval  for  maintenance  treat¬ 
ment  using  methadone  has  been  verified. 

VI.  Accurate  records  shall  be  maintained 
showing  dates,  quantity,  and  batch  or  code 
marks  of  the  drug  for  inpatient  treatment. 
The  records  shall  be  retained  for  a  period  of 
S  years. 


VII.  The  Food  and  Drug  Administration 
and  the  State  authority  may  inspect  sup¬ 
plies  of  the  drug  and  evaluate  the  uses  to 
which  the  drug  Is  being  put.  The  Identity 
of  the  patient  will  be  kept  confidential  (ex¬ 
cept  when  It  la  necessary  to  make  follow-up 
Investigations  on  adverse  effect  Information 
related  to  the  drug,  when  the  medical  welfare 
of  the  patient  would  be  threatened  by  a  fail¬ 
ure  to  reveal  such  Information,  or  when  it 
Is  necessary  to  verify  records  relating  to  iq>- 
proval  of  the  hospital  or  any  portion  thereof. 
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The  confidentiality  requirements  of  42  CFR 
Part  a  shall  be  followed. 

Signature... _ 

(Hospital  official) 

§  310.304  [Amended] 

Paraffraph  (b)  of  f  310.304  Is  amended 
by  changing,  the  references  to  “I  310.505” 
to  read  “8  291.505”. 

[FR  Doc.77-a6754  PUed  0-15-77;8:48  am] 
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